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deren als dem radioopaken l\4aterial umsclilossen ist, wo- 
bei die Deckschicht (24) Metall oder sine Metallverbindung 
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Beschreibung 

[00011 Die Erfmdung betrifft einen Stent mit einer 
metallischen. relativ radioluzenten Tragstruktur und 
wenigstens einem Markerelementausvergleichswei- 
se radioopakem Material. 

[00021 Stents sind endovasl<ulare Prothesen, die 
unter anderem der Behandlung von Stenosen also 
GefaBverengungen dienen. Stents weisen ublicher- 
weise eine rohrenartige Tragstruktur auf. die an bei- 
den Langsenden der Rohre often 1st und die von ^e- 
aen und von von den Stegen eingeschlossenen Off- 
nungen gebildet ist. Derartige Stents konnen ubli- 
chenweise zwei Zustande annehmen, namtich einen 
komprimierten Zustand nnit einem kleinen Durchmes- 
ser und einen expandlerten Zustand mil einem ver- 
aleichsweise groBerem Durchmesser. Im kompn- 
mierten Zustand kann ein solcher Stent mittels eines 
Katheters In beispielsvtfeise ein BlutgefaB eingefuhrt 
und an einer zu behandelnden Stelle positioniertwer- 
den Am Ort der Behandl ung wird der Stent aufgewei- 
tet Oder es wird zugelassen, dass er sich selbst auf- 
weitet Stents, die sich nicht selbst aufweiten. werden 
ubiichenweise mit Hilfe eines aufblasbaren Ballons an 
einem distalen Ende eines Katheters zum Einfuhren 
des Stents geweitet. Derartige Stents werden daher 
als ballonexpandiert bezeichnet. Andere Stents ha- 
ben die Eigenschaft sich selbst zu weiten beispiels- 
weise aufgrund inharenter Federkrafle. Derartige 
Stents werden als selbstexpandierend bezeichnet. 
Unter den selbstexpandierenden Stents sind insbe- 
sondere solche. welche eine Tragstruktur aus einem 
Gedachtnis-Metall wie Nitinol. einer bekannten Ti- 
tan-Nlckel-Verbindung, besitzen. Derartige Gedacht- 
nis- Oder Memory-Metalle haben die Eigenschaft. un- 
terhalb einer bestimmten Sprungtemperatur eine ers- 
te Fomi beizubehalten bzw. plastisch verformbar zu 
sein und bel Oberschreiten der Sprungtemperatur 
eine zweite Form anzunehmen. In Bezug auf Stents 
werden Memory-Metalle derart eingesetzt. dass die 
erste Form dem komprimierten Zustand eines Stents 
entspricht und die zweite Form dem expandierten Zu- 
stand eines Stents. 



[00031 Im expandierten Zustand eines Stente dient 
dieser beispielsweise zur Behandlung von GefaBver- 
engungen (Stenosen) als GefaBstiitze die ein zu be- 
handelrtdes BlutgefaB an einer verengten Stelle often 
halt Der expandierte Stent wirkt der GefaBveren- 
gung entgegen und tragt die GefaBwand im Bereich 
der GefaBverengung. Der Stent muss dazu eine aus- 
reichende Radialfestigkeit oder Tragkraft besitzeri. 
Auch muss die Tragstruktur des Stents eine ausrei- 
chenden Flachenabdeckung besitzen. urn die GefaB- 
verengung ausreichend abzustutzen. Andererseits 
eraeben sich durch das Erfordernis. den Stent expan- 
dieren zu konnen. notwendigenweise Offnungen zwi- 
schen den Stegen der Tragstruktur eines Stents. Im 
komprimierten Zustand des Stents konnen diese Oft- 



nungen im Wesentlichen geschlossensein. Im ex- 
pandierten zustand des Stents ist die Offnung auf je- ^ 
den Fall geweitet. 

[00041 Neben einer ausreichenden Tragkraft miis- 
Un Stents auch eine ausreichende Flexibilitat be- 
ziiglich ihrer Langsachse aulweisen. um GefaBbewe- 
gungen folgen zu konnen. Weiterhin besteht der 
Wunsch. Langenveranderungen eines Stents beirn 
Expandieren moglichst gering zu halten^SchheSlich 
soli das Material des Stents oder zumindest dessen 
Oberflache moglichst korpen/ertraglich sem. 

[00051 Zu dieser Vielzahl von Anforderungen an 
Stents kommt weiterhin die Forderung. dass der 
Stent moglichst genau zu positionieren sein soil. Das 
Positionieren eines Stens geschieht in der Regel un- 
ter Zuhilfenahme bildgebender Verfahren. die bei- 
spielsweise mit Rontgenstrahlung arb^iten^ In die- 
sem Zusammenhang ist es in der Regel von Nachteil. 
dass fur die Tragstruktur eines Stents geeignete Ma- 
terialien haufig mit Hilfe der eingesetzten bHdgeben- 
den Verfahren nur schwer zu erkennen sind. da das 
die Tragstmktur bildende Material relativ radioluzent 
ist Es ist daher bekannt, Stents mit sogenannten 
Rontgenmakern zu versehen. die ein relativ radioo- 
pakes Material enthalten, welches nnit Hilfe der ge- 
nannten bildgebenden Verfahren leicht zu orten is - 
Ein bekanntes radioopakes Material ist beispielswei- 
se Gold. 

[0006] Oblichenwelse erzwingt die Notwendigkeit. 
bei Stents der zuvor beschriebenen Art Rontgennia- 
ker vorzusehen. Kompromisse beim Stentdesign. die 
moglichenweise zu Lasten anderer der vorgenann- 
ten. gewunschte Eigenschaften gehen. 

[00071 Aufgabe der vorliegenden Eriindung ist es, 
einen Stent anzugeben. der rontgensichtbar und im 
ubrigen moglichst viele der wunschenswerten Eigen- 
schaften in sich vereinigt. 

[00081 ErfindungsgemaB wird diese Aufgabe durch 
einen Stent der Eingangs genannten Art gelost. bei 
dem das radioopake Material vollstandig von einer 
Deckschicht aus einem anderem als dem radioopa- 
ken Material umschlossen ist, wobei die Deckschicht 
Metall Oder eine Metallverbindung umfasst. 

[00091 Der Erfindung liegt der Grundgedanke zu 
Grunde. radioopakes Material als Rontgenmaker fur 
einen Stent in die Tragstruktur des Stents derart zu 
integrieren. dass die nach auBen wirkende Oberfla- 
che des Stents im Bereich des Rontgenmakers nicht 
durch das radioopake Material gepragt ist. sondern 
durch ein anderes Metall oder eine Metallverbindung. 
Die nach auBen wirkende Oberflache des Rontgen- 
makers kann dabei beispielsweise durch eine Silici- 
um-Carbit-Beschichtung korpervertragiich gestaltet 
sein In einer besonders vorteilhaften Ausfuhrungs- 
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variante ist das die Deckschicht bildende Metal! iden- 
tisch mit dem Metall der Tragstruktur und lasst sich 
daher leicht mit der ubrigen Tragstruktur beispiels- 
weise durch SchweiBen verbinden, ohne dass Kon- 
taktkorosion oder ahnllches auttritt. 

[001 0] Die letzt genannte Eigenschatl Ist besonders 
vorteilhaft in Verbindung mit einem Stent mit selbst- 
expandierender Tragstruktur beispielsweise aus ei- 
nem Gedachtnis-Metall wie Nitinol. In diesem Fall ist 
es moglich, den Rontgenmaker in Form eines hohlen 
Nitinoldrahtes vorzusehen, der im Inneren mit Gold 
aufgefullt ist und leicht an die ubrige Tragstruktur des 
Stents anzuschweifien ist. Der Rontgenmaker kann 
auf diese Weise sogar In die Tragstruktur Integriert 
werden. 

[0011] In bevorzugten Ausfuhrungsvarianten ist ein 
derartiger Stent, insbesondere ein derartiger selbst- 
expandierender Nitinol-Stent medikamentenbe- 
schichtet. Geeignete Medikamente enthalten Wirk- 
stoffe mit entzundungs- und proliferationshemmen- 
der Wirkung. Seiche Wirkstoffe sind beispielsweise 
Sartane oder Zyklospurin A, die mit Hilfe einer poly- 
meren Tragermatrix mit der Tragstmktur des Stents 
verbunden werden. Nach Implantation des Stents 
kann der oder konnen die Wirkstoffe in das Korperge- 
webe eiuieren und ihre gewunschte entziindungs- 
hemmende oder proliferationshemmende Wirkung 
entfalten. Die Wirkstoffe konnen somit dazu beitra- 
gen, eine unerwunschte Restenose oder eine uner- 
wunschte Entzundung zu vermeiden. 

[0012] Die Erfindung soil nun anhand von Ausfiih- 
rungsbeispielen mit Hilfe der beigefugten Figuren er- 
lautert werden. 

[0013] Von den Figuren zeigen: 

[0014] Fig. 1 eine schematische Darstellung eines 
Stents; 

[0015] Fig. 2 ein Beispiel einer Abwicklung der eine 
Stent-Umfangswandung bildenden Tragstruktur ei- 
nes Stents; 

[0016] Fig. 3 einen Querschnitt eines einen Ront- 
genmaker bildenden Stegabschnitts fiir Stents ge- 
mad Fig. 1 oder 2. 

[0017] Fig. 4 eine zu Fig. 1 alternative Ausfuh- 
rungsvariante 

[0018] Der in Fig. 1 abgebildete Stent 10 hat die 
Form eines an seinen Stimseiten offenen Hohlko- 
pers, dessen Umfangswandung von einer Tragstruk- 
tur mit teilweise gefaltetem Steg 12 gebildet ist. Die 
Stege 12 bllden Stutzabschnitte 14, welche von Je- 
wells einem in Umfangsrichtung ringformig geschlos- 
sen, zick-zack- oder maanderformlg gefalteten Steg 



gebildet sind. 

[00191 Der Stent 10 wird von mehreren solcher, in 
Langsrichtung aufeinander folgenden Stutzabschnit- 
ten 14 gebildet. Die Stutzabschnitte bzw. Stegringe 
14 sind uber Verbindungsstege 16 miteinander ver- 
bunden. Jewells zwei in Umfangsrichtung einander 
benachbarte Verbindungsstege sowie die zwischen 
diesen Verbindungsstegen 16 einander gegenuber- 
liegenden Teilabschnitte der Stegringe oder Stiitzab- . 
schnitte 14 definieren eine Masche 18 des Stents 10. 
Eine solche Masche 18 stellt eine Offnung in der 
Tragstruktur bzw. Umfangswandung des Stents 10 
dar. Eine entsprechende Masche 18 ist in Fig. 1 her- 
vorgehoben dargestellt. 

[0020] Die Anzahl der Stegringe bzw. Stutzab- 
schnitte 14 sowie deren Lange I bezogen auf die Ge- 
samtlange L des Stents 10 hangt vom Einsatzzweck 
des Stents ab. Koronarstents weisen ubiicherweise 
eine geringere Gesamtlange L auf und eine geringere 
Anzahl von Stiitzabschnitten 14. 

[0021] Die an den beiden Langsenden des Stents 
10 angeordneten Stutzabschnitte 14 bilden En- 
dabschnitte 20 des Stents. Die die die Endabschlus- 
se 20 bildenden, ringformig geschlossenen, 
zick-zack-gefalteten Stege sind abschnittsweise mit 
Markerelementen 22 versehen. Wahrend die Stege 
12 und 16 des Stents 10 vorzugsweise aus einem Ni- 
tinolrohr als Ausgangsmaterial durch Ausschneiden 
mit Hilfe eines Lasers oder durch Funkenkorsion her- 
gestellt sind, sind die Markerelemente 22 nachtrag- 
lich an die Stege 12 angeschweilit. 

[0022] Bei dem in Fig. 1 dargestellten Beispiel sind 
dazu bei der Herstellung der Tragstniktur durch Aus- 
schneiden der Stege 12 und 16 aus einem Nitinolrohr 
entsprechende Ausnehmungen vorgesehen, in die 
spater die Markerelemente 22 eIngeschweiBt wer- 
den. 

[0023] Altemativ dazu ist es auch moglich, die En- 
dabschnitte 20 unabhangig von der ubrigen 
Tragstruktur des Stents 10 herzustellen und bei- 
spielsweise vollstandig aus einem Nitinoldraht, bspw. 
einer mit Gold-Seele vorzufertigen. In diesem Fall bil- 
den die gesamten Endabschnitte 20 jeweils einen 
durchgehenden Rontgenmarker, der nach dem Aus- 
schneiden der ubrigen Tragstruktur aus einem Niti- 
nolrohr durch Schweilien mit den auBersten Verbin- 
dungsstegen 24 verbunden wird. Diese Ausfuhrungs- 
variante ist in Fig. 1 nicht gesondert dargestellt, da 
der einzige Unterschied zu der Darstellung in Fig. 1 
darin besteht, dass der gesamte Endabschnitt 20 ein 
durchgehendes Markerelement 22 bildet 

[0024] In einer weiteren Ausfuhrungsvariante sind 
ein Oder mehrere einzelne Markerelemente an die in 
Fig. 1 dargestellte Tragstruktur eines Stents 10 an- 
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geschweiRt. Diese Ausfuhrungsvariante ist in Fig. 4 
dargestellt. Demnach ist die gesamte Tragstruktur 
des Stents einschlieBlich der Endabscl^initte 20 aus 
einem Nitinolrohrausgeschnitten und nurdie Marker- 
eiemente 22' sind nachtraglich an diese Tragstruktur 
angeschweiBt. 

[0025] Wie dem Querschnitt durch einen Rontgen- 
marker 22 bzw. 22' zu entnehmen ist, wird dieser von 
einem Draht 30 gebildet, der in seinem inneren eine 
Seeie 32 aus rontgenopakem Material wie beispiels- 
weise Gold enthalt. Diese Seeie 32 ist volistandig von 
Tragmaterial 34 umschlossen. Das Tragmaterial 34 
entspricht dabei dem metallischen Werkstoff, aus 
dem der ubrige Stent 10 hergestellt ist. Ein bevorzug- 
tes Tragmaterial ist Nitinol, eine Titan-Nickel-Legie- 
rung, die auch als Memory-Metall bezeichnet wird. 
Der Vorteil eines derartigen Rontgenmarkers besteht 
darin, dass er sich beispielsweise durch Schweilien 
ohne' weiteres mit der ubrigen Tragstruktur eines 
Stents verbinden lasst, ohne dass es zu den an sich 
bekannten Problemen wie Obergangs- oder Kontakt- 
korision kommen kann. Dies ist insbesondere bei 
selbstexpandierenden Stents aus einem Gedachtnis- 
metall wie Nitinol von groBer Bedeutung. 

[0026] Gedachtnismetalle wie Nitinol werden vor- 
zugswelse fur selbstexpandierende Stents verwen- 
det. Die Besonderheit eines solchen Gedachtnisme- 
talls besteht darin, dass dies zwei Formzustande an- 
nehmen kann und bei Dberschreiten einer Sprung- 
temperatur vom ersten Formzustand in den zwelten 
stabilen Formzustand ubergeht. Bezogen auf Stents 
entspricht der erste Formzustand dem komprimierten 
Zustand des Stents, in dem dieser beispielsweise in 
ein BlutgefaB elngefiihrt wird oder auf einen 
Stent-Delivery-Katheter aufgebracht wird. Bei errei- 
chen der Sprungtemperatur neigt der Stent dazu, sei- 
nen expandierten Zustand anzunehmen und entwi- 
ckelt entsprechende Expansionskrafte, die die ge- 
wunschte, gefaBstutzende Wirkung haben. Auf diese 
Weise braucht der Stent unter Umstanden nicht mit 
Hilfe eines Ballons expandiert und plastische ver- 
formt zu werden. Die Vorteile und bevorzugten Ge- 
staltungsvarianten selbstexpandierender Stents ins- 
besondere aus Memory-Metalien wie Nitinol sind 
dem Fachmann grundsatzlich bekannt. Der Vorteil ei- 
nes Markerelementes der hier beschriebenen Art be- 
steht darin, dass sich dieses Markerelement grund- 
satzlich mit alien bekannten Formen selbstexpandie- 
render, insbesondere auch aus Nitinol kombinieren 
lasst, ohne, dass es in Stents zu Korrosionsproble- 
men kommt. 

Patentanspriiche 

1 . Stent mit einer metallischen, relativ radioluzen- 
ten Tragstruktur (12, 16) und wenigstens einem Mar- 
kerelement (20) welches vergleichsweise radioopa- 
kes Material (22) umfasst. dadurch gekennzelch- 



net, dass das radioopake Material (22) volistandig 
von einer Deckschicht (24) aus einem anderem als 
dem radioopaken Materia! umschlossen ist, wobei 
die Deckschicht (24) Metal! oder eine Metallverbin- 
dung umfasst. 

2. Stent nach Anspruch 1 , dadurch gekennzeich- 
net, dass der Stent (10) eine selbstexpandierende 
Tragstruktur auiweist. 

3. Stent nach Anspruch 2, dadurch gekennzeich- 
net, dass die Tragstruktur (12, 16) ein Memory-Metall 
enthalt, welches bei einer Sprungtemperatur seine 
Form andert, wobei der Stent derart gestaltet ist, 
dass der Stent unterhalb der Sprungtemperatur ei- 
nen komprimierten Zustand beibehalt und oberhalb 
der Sprungtemperatur einen expandierten Zustand 
annimmt. 

4. Stent nach Anspruch 1 , dadurch gekennzeich- 
net, dass die Deckschicht Siliziumkarbid (SiC) ent- 
halt. 

5. Stent nach Anspruch 1, dadurch gekennzeich- 
net, dass die Deckschicht von dem die metallische 
Tragstruktur bildenden Metall gebildet ist, in welches 
das radioopake Material eingelassen ist. 

6. Stent nach Anspruch 5, dadurch gekennzeich- 
net, dass das Markerelement von radioopakem Ma- 
terial gebildet ist, welches ein Lumen einer aus dem 
Metall der Tragstruktur gebildeten Rohre ausfullt. 

7. Stent nach Anspruch 6, dadurch gekennzeich- 
net, dass die Rohre wenigstens einen Teii der 
Tragstruktur bildet. 

8. Stent nach einem der Anspruche 1 bis 7, da- 
durch gekennzeichnet, dass das Markerelement we- 
nigstens einen Teil der Tragstruktur im Bereich eines 
Langsendes des Stents bildet 

9. Stent nach einem der Anspruche 1 bis 8, da- 
durch gekennzeichnet, dass das Markerelement im 
Bereich eines Langsendes des Stents mit der ubrigen 
Tragstruktur verschweiBt ist. 

10. Stent nach Anspruch 1, dadurch gekenn- 
zeichnet, dass das die Tragstruktur bildende Metall 
ganz oder teilweise eine Titan-Nickel-Legierung wie 
Nitinol ist. 

11. Stent nach Anspruch 1. dadurch gekenn- 
zeichnet, dass das radioopake Material Gold, Platin 
Oder Palladium enthalt. 

Es folgen 4 Blatt Zeichnungen 
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(54) Apparatus for transvascular procedures 

(57) This invention is methods, devices, and sys- 
tems for re-vascularization, and/or performing other 
medical procedures at a vascular or non-vascular intra- 
corporeal locations within a mammalian body. The 
methods generally comprise the formation of at least 
one extravascular passageway from a blood vessel to 
a vascular or non-vascular target location. In the re-vas- 



cufarlzatlon methods the extravascular passageway is 
utilized as a conduit for accessing or performing proce- 
dures at the vascular or non-vascular target location. Al- 
so disclosed are catheter devices (100, 103) and sys- 
tems (138) which are usable to fomn the extravascular 
passageways of the invention, as well as apparatus for 
modifying, maintaining and/or closing such extravascu- 
lar passageways. 



CM 
< 

T— 

CM 

to 



CL 
LU 




/«2 



Printed by Jouve, 7S001 PARIS (FR) 



BNSOOCID: <EP 1 168721 A2_L> 



EP1166 721 A2 



Description 
Related Applications 

[00011 This application claims Prioi^ty ^ UnitedStates 
Provisional Applications Nos. SO'OOB.ieA filed October 
13 1995 and 60/010.614 filed February 2, 1996 The 
enlire disclosures of Provisional Applications Nos^ 
60/005.1 64 and 60/01 0.61 4 are expressly Incorporated 
herein by reference. 

Pield of the Invention 

r00021 The present invention pertains generally to 
medical methods, devices, and systems, and more par- 
ticularly to methods, devices, and systems for a) revas- 
cularization and/or b) performing medical Proceduresat 
vascular or non-vascular Intracoiporeal locations within 
a mammalian body. 

Baekarounci of the invention 



A Baclt preund Relating to P ^vascularization 
Procedures 

ro0031 In modem medical practice, it is often desirable 
io bypass se^ents of artery which have become ob- 
structed, diseased or injured. The t/Pteal surgical pro- 
cedures used for bypassing of obstructed, d-seased « 
injured segments of blood vessel require open surgical 
exposure of the artery, and the attachment (e-Q- suj^r- 
ing) of a tubular graft (e.g.. homograft. xenograf^. allo- 
graft. P«>sthetic or bioprosthetic graft) to the affected a^- 

te% such that one end of the graft is connect up- 
stream of the obstructed, diseased o^ 'nj^^f f^«9'"«'^ 
and the other end of the graft is connected to he arte^ 
downstream thereof. In this manner, arterial blood is 

channeled through the bypass gifftj^^^^^V^fSfu "5 
blood flow distal to the obstnicted. diseased or injured 
segment of artery, and preventing tissue ischemia^ irrf- 
arrtlon. and other sequelae which may result from im- 
paired blood flow through the affected artery. 
10004] Although surgical bypass g^ftrng of artenes 
has been performed atvarious locations within thebody 
It is most Epical for such arterial bypass procedures to 
le^erforZi forthe treatment of either i) coronary ar 
tery disease or ii) peripheral vascular disease affecting 
the lower extremities. 

j .>^r>>n«rY Artery Disease 

[00051 Coronary artery disease continues to be one 
of the leading causes of mort^idity and mortality, 
throughout the world. The typical etiology of coronary 
airy dlseaseischaracterlzedbythebuild-up of athero- 
sclerotic plaque within the coronary arteres. Such de- 
posits of atherosclerotic plaque tend to fully or partially 
block the flow of blood through the affected coronary ar- 



teries, and if untreated can result in myocardial. 
Ischemia infarction and death. 

For many years, the traditional surgical trea^ 
ment of coronary artery disease has been comnan^ ar- 
5 terybypasssurgerywhereinthepatientisgeneraHyan^ 

esTheilzed. placed on f ^^^^^^^^^^ 

patient's heart is temporarily stopped. A thoracotomy (^^ 

g.. amedian sternotomy) is performed and the obst uc^- 
id coronary blood vessels are exposed by surgical dis- 
10 section. One or more segments of the Pf ^"^ 3 saphe^ 
nous vein or internal mammary artery is/are harvested 
for use as bypass graft(s). The harvested segrnent(s) of 
veinorarteyis/arethenanastomosedtotheobstructed 

coronary artery(ies) to fom, bypass conduit(s) around 
15 the arterial obstruction(s). such traditional corpriaiy ar- 
tery bypass surgery is expensive, extremely invasive, 
and IS associated with significant operative and preop- 
erative complications. 

rooOTl One alternative to traditional coronary artery 
20 bypass surgery is balloon angioplasty, in balloon angi- 
(itesty. a flexible guide catheter is percutaneous^ in- 
Srted nto a peripheral artery (e.g.. the femoral artery) 
S?te tlsiuminaliy advanced through the vasculature 

until the distal tip of the catheter is within the ostium of 
,5 an Obstructed coronaiy artery. Th^'^^"^^' ^ ''^'^^^^ 
catheter is passed through the guide catheter and into 
the obstructive lesion. The balloon of the balloon cath- 
eter is inflated one or more times to dilatecoronary ar- 
tery in theregionofthe obstructive le8ion.These balloon 

30 angioplasty procedures tend to be less expensrve and 
less traumatic than traditional coronary artery bypass 
surgery. However, balloon angioplasty procedures of 
this type maybe associated with a signiHcant incidence 
Of reSenosis at the angioplasty site. The cause and 
35 mechanism of such restenosis <=ontlr>ues to be the sub- 
ject of ongoing study. However, such restenosis has 
generally been attributed to either a) 'ncrease in the 
mass of the artery wall (e.g.. n«>intimafortnat.on). b) a 
thickening of the artery wall without substantial change 
40 in it's mass (e.g. vascular remodeling) and or c) radial 
contraction of the balloon-dilated artery wall "PO" h^^l- 
Ingof cracks and fissures that have been created by the 
balloon dilation process. 

100081 Another altemative to traditional coronaiy ar- 
4s tery bypass surgery is Intraluminal removal (e g.. 

• atherectomy) or ablation (e.g.. ultrasound, laser) of the 

• obstructive matter within the coronary artery. These in- 
traluminal removal or ablation procedures are per- 
formed by passing a catheter-mounted removal or ab- 

50 lation apparatus through the vasculature t° /^e sfte of 
the coronary obstruction.The catheter-mounted remov- 
al or ablation apparatus is then utilized to cut shave 
sonicate, pulverize, or vaporize or otherwise ablate the 
obstructive matterfromthe lumen of the coronary artery. 
55 These procedures must be perfomned with caution to 
avoid perforation or damage to the arteiy wall, as such 
perforation or damage can result in hemorrtiage or ex- 
cessive scaring and subsequent reocclusion of the ar- 
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tery lumen. Furthermore, these ablative procedures 
may, in some cases at least, be confounded by the need 
to meticulously contain and remove dislodged or sev- 
ered fragments otthe obstructive matter, in onier to pre- 
vent such fragments of obstructive matterf rom escaping 
into the patients circulatory system. Examples of 
atherectomy catheters and other catheter-mounted ab- 
lative apparatus are described in United States Patent 
Nos. 3,433,226 (Boyd), 3,823,717 (Pohlman. at al.). 
4.808.153 (Parisi). 4,936,281 (Stasz), 3.565,062 
(Kuris). 4,924,863 (Sterzer), 4B70,953 (Don Michael, et 
al.), 5,069.664 (Suess. et al.). 4.920.954 (Alliger, et al.) 
and 5.1 00,423 (Feamot). as well as foreign patents/pat- 
ent publications EP0347098A2 (Shlber), WO87-05739 
(Cooper), WO89-06515 (Bernstein, et al,), W090-0130 
(Sonic Needle Corp.), EP316789 (Don Michael, et al.), 
DE 3,821 ,836 (Schubert), DE2438648 (Pohlman). and 
EP 0443256A1 (Baruch). 

[0009] Other alternatives to traditional coronary artery 
bypass surgery have included minimally invasive endo- 
scopic procedures which may, ostensibly at least, be 
perfomied through small (e.g.. 1-3cm) incisions formed 
in the patient's chest wall, by insertion of a thoracoscope 
and associated operative instruments through such in- 
cisions. One such minimally invasive coronary bypass 
procedure is described in United States Patent No. 
5,452,733 (Stenman et al.). If perfected, these minimally 
invasive coronary artery bypass procedures may lessen 
the discomfort and length of recovery time experienced 
by patients who undergo such minimally invasive pro- 
cedures vis a vis those who undergo traditional coronary 
artery bypass surgery. However, endoscopic surgical 
procedures of this type typically require a great deal of 
operator skill and training. Furthermore, as with tradi- 
tional coronary artery bypass surgery, these thoraco- 
scopic procedures are typically perfomied under gener- 
al anesthesia, and typically require that one or more 
chest tubes be left in place during the postoperative pe- 
riod to drain any blood which leaks from the graft anas- 
tomoses and to reduce the pneumothorax which has 
been orated by the fonmation of full-thickness incision 
(s) in the chest wall. Moreover, some of these thoraco- 
scopic coronary artery bypass procedures require that 
the patient be placed on cardiopulmonary bypass, and 
that the patient's heart be temporarily stopped. Others 
of these thoracoscopic procedures purport to be usea- 
ble without placing the patient on cardiopulmonary by- 
pass, and without stopping the heart. However, those 
thoracoscopic procedures which purport to be useable 
without cardiopulmonary bypass and heart stoppage 
are relatively complex to perfomn and typically require 
temporary clamping or ligating of the coronary artery 
which is to be bypassed. Accordingly, even those tho- 
racoscopic procedures which may be useable without 
cardiopulmonary bypass/heart stoppage are prone to 
unique and significant risks and difficulties due to the 
complexities of the procedure and the need for tempo- 
rary clamping or closing off the coronary artery(s) being 



bypassed. Thus, many of the drawbacks associated 
with traditional coronary artery bypass surgery, as well 
as additional potential drawbacks, may be associated 
with these minimally invasive thoracoscopic proce- 
5 dures. 

[0010] Another previously described procedure which 
does not actually bypass coronary artery obstructions 
but which nonetheless may be useable to improve blood 
flow to ischemic regions of the myocardium, is a proce- 
dure known as transmyocardial revascularization 
(TMR). In the TMR procedure a tissue-penetrable 
probe, such as a laser probe, is utilized to fonn numer- 
ous full-thickness penetrations through the ischemic 
myocardial wall, and into the chamber of the left ventri- 
cle. Oxygenated blood from the left ventricle then flows 
outwardly through such penetration tracts, so as to per- 
fuse the ischemic myocardium. Examples of such trans- 
myocardial revascularization procedures are described 
in United States Patent Nos. 5.554.152 (Aita et al.), 
5,380,316 (Aita et al.), and 5.125,926 (Linhares et al.) 
[0011] One modification of the TMR procedure re- 
quires the formation of a valved and/or internally stented 
transmyocardial passageway (e.g., an interstitial tunnel 
formed in the muscular wall of the heart) from the left 
ventricle of the heart to an obstructed coronary artery , 
downstream of the obstruction. Such modified TMR pro- 
cedure, is described in United States Patent Nos. 
5.287.861 (Wilk). 5,409.019 (Wilk), and 5.429.114 
(Wllk). 

) 

iL Peripheral Vascular Disease 

[001 2] Peripheral vascular disease commonly results 
from the build up of atherosclerotic plaque and/or throm- 
5 botic matter within peripheral arteries. In many cases, 
when arteries of the lower extremities have become ob- 
structed by peripheral vascular disease, a phenomenon 
known as Intemnlttent claudication results. Intermittent 
claudication is characterized by the occunrence of pain 
o and progressive weakness in the legs during exertion (i. 
e.. walking or running). 

[001 3] The typical surgical approach to the treatment 
of peripheral vascular disease, especially in patients 
who exhibit symptoms of intemnlttent claudication, is to 
>5 surgically expose the affected artery and to anastomose 
a tubular bypass graft (e.g., a tube of woven polyester 
or expanded polytetrafluoroethylene (ePTFE)) to the af- 
fected artery such that one end of the graft is attached 
upstream of the obstnjction, and the other end of the 
50 graft is attached downstream of the obstruction. In this 
manner, arterial blood will flow through the tubular by- 
pass graft and around the arterial obstruction, thereby 
restoring blood flow to the portion of the artery down- 
stream of the obstruction. 
55 [0014] One alternative to traditional arterial bypass 
graft surgery for the treatment of peripheral vascular dis- 
ease of the lower extremities, is a procedure known as 
in situ vein bypass. These in situ vein bypass proce- 
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dures are typically carried out by forming at leasttwo (2) 
open incisions in the leg, to expose the affected artery 
at sites upstream and downstream of the obstruction. A 
peripheral vein, which extends through the leg generally 
parallel to the affected artery, is then prepared by insert- 
ing an instrument into the vein to lyse or disrupt the ve- 
nous valves located within the vein. Thereafter any side 

branches which extend from the vein are cut. ligated or 
blocked by emboiization. The prepared vein is men 
transected at locations above and below the artenal ob- 
struction, andthetransected ends of the vein are p aced 
in contact with, and sutured directly to. the artery at sftes 
upstream and downstream of the obstruct on. In this 
manner, arterial blood flow becomes channeled through 
the prepared segment of vein, such that the prePfred 
segment of vein will act as bypass conduit around the 
arterial obstmctlon. Examples of cunrentinsltu vein by- 
pass procedures are described in White. R.A. and Fog- 
arty, T.J., Peripheral End ^va-^'-'i'ar Interventions. Pgs., 
166-169. ly/losby & Co. (1996). 

„l -r . «nd Other Dlsea -*« wn'^^h Maw Impair 

Flow Through Arteries 



rOOISl various arteries of the body may become dam- 
aged by trauma (e.g.. lacerations, crushing injury, blunt 
abdominal trauma) or may become invaded or corn- 
pressed by extra-vascuiar disease processes (e g. to 
proliferation and ingrowth of an adjacent tumor). The 
hmfcal surgical approach to treatment of arteries affect- 
ed by such trauma or disease is to surgically expose 
and direct the affected segment of artery, and to there- 
after a) resect and reconnect or b) bypass the affected 
segment of artery, to restore arterial blood flow through 
or around the affected segment of the artery. In many 
such cases, the segment of artery affected by the injury 
or disease may be so large as to preclude simple resec- 
tion removal of the affected segment, and end-to-end 
aneitomosis of the adjacent cut ends of the artery. Ac- 
cordingly, in such instances where resection and enc^ 
to-end anastomosis is not an available option. It may be 
desirable to attach a tubular bypass graft (e.g.. a tubuly 
graft formed of woven polyester, or ePTFE) to *e af- 
fected artery, to bypass the affected segment of the ar- 

lo?i61 Although a number of the above-described 
surgical procedures represent relatively recent ad- 
vancements whereby the Invasiveness and risk assocH 
ated with traditional surgical approaches have been mit- 
igated, there remains a need in the art for the develop- 
ment of new. safe, and reliable minimally invasive and^ 
or transluminal procedures for bypassing segments of 
arteries which have become obstructed, injured or af- 
fected by disease. 



p p-^u ^^..nd Belatlno to r»H^r Ertravascular 
Q..>^ |te«Mnterventton al Procedures 

100171 Many types of surgical and inten/entional pro- 
5 cedureshavepreviouslybeenfomiedinorgans.tissues 
or body cavities of the body. Traditionally.accesstosuch 
organs, tissues or body cavities is attained through the 
fomation of one or more open surgical incisions in the 
body, whereby the affected organs, tissues or body cav- 
10 ities are surgically exposed. 

rooi81 in recent years, substantial efforts have been 
undertaken to develop "minimally invasive" surgical 
techniques whereby one or more endoscopes are uti- 
lized to view the affected organ, tissue or body cavt^. 
15 operative instruments or other devices are inserted into 
the body to accomplish the desired surgical or interven- 
tional procedure through relatively small, "minimal ac- 
cess" (e.g. less than 3cm) Incisions. ^ 
[00191 Although the advent of these endoscopic mln- 
20 imal access" surgical procedures may have advanta- 
geous over traditional open surgical techniques insofar 
as they may minimize the size of the surgical incision, 
and accordingly, may lead to less post-operative da- 
comfort, such endoscopic procedures are often limited 
25 to procedures within accessible body lumens or cavities 
which may be filled with dear lk,uid or insufflated with a 
gas to provide an open area within which to place the 
operative endoscope(s) and instrument(s). 
100201 in view of the limitations associated with the 
30 even the most modem "minimal access" surgical and 
interventional procedures, there remains a need in the 
art for the development of new methods and apparatus 
for accessing tumors, organs, tissues and other ex- 
travascuiar locations within the body, to pennit the per- 
35 fomianoe of surgical and/or interventional P^^edures 
without the need forfonming any open surgical indsions 
In the body. 



40 



Summary a* the liwentlon 



[00211 In general, the present invention provides 
methods for using the vascular system of a mammalian 
body as a conduit for performing various types of med- 
ical procedures. Due to the wide distribution of vessel 
45 conduits throughout the body, the vascular ^stem pro- 
vides a highway through whteh devices can be navigat- 
ed to reach selected treatment sites whteh may be oth- 
enwise only accessible through a direct incision. The 
specifte methods of the present invention include a) 
50 revascularization methods, and b) methods for pertomi- 
Ing various types of medical procedures at extravascu- 
lar locations within the body. 

[00221 The revascularization methods of the present 
invention generally comprise the fomiation of one or 
55 more extravascuiar passageways between blood ves- 
sels different locations on the same blood vessel, or a 
blood vessel and another blood-containing anatomical 
structure (e.g.. chamber of the heart), such that blood 
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will flow through such passageway (s). In many applica- 
tions of the invention, it will be desirable for oxygenated 
blood (I.e., blood which has a pOa greater than 50) to 
be carried through the extravascular passageway(s) for 
the purpose of providing or enhancing perfusion of tis- 
sues. The extravascular passageways fonned in ac- 
cordance with the revascularization methods of the 
present invention may be formed by a percutaneous, 
transluminal approach which avoids the fomiation of 
open surgical incisions in the mammalian body. These 
revascularization methods of the present invention may 
be useable in peripheral blood vessels and/or in coro- 
nary blood vessels. 

[0023] I n accordance with the revascularization meth- 
ods of the present invention, there are provided proce- 
dures for providing arterial blood flow to a tissue which 
has been deprived of blood due to the presence of an 
obstmctlon, injury or disease within a segment of an ar- 
tery. The method generally comprises the step of form- 
ing a first extravascular passageway between an ana- 
tomical conduit which contains arterial blood (e.g., an 
artery or chamber of the left heart), and a blood vessel 
which will perfuse the blood-deprived tissue, such arte- 
rial blood will pass through the extravascular blood flow 
passageway and into the blood vessel, so as to perfuse 
the blood-deprived tissue through the blood vessel. In 
some applications of this method, the first blood flow 
passageway will be fornied between an artery and an 
adjacent vein, such that blood will flow from the artery 
into the adjacent vein and will subsequently pass 
through the vein in the retrograde direction so as to 
back-perfuse tissue through the venous vasculature. Al- 
tematively, a second blood flow passageway may be 
formed between the vein and the artery wherein the ob- 
struction, injury or disease is located, such that arterial 
blood which has entered the vein will reenter the artery, 
downstream of the obstruction, injury or disease-affect- 
ed segment thereof, thereby perfusing the blood-de- 
prived tissue through the endogenous artery wherein 
the obstmction, injury or disease-affected segment is lo- 
cated. The medical procedure methods of the present 
invention broadly comprise the step of fomning at least 
one extravascular passageway from a blood vessel to 
another intracorporeal location (eg., blood vessel, or- 
gan, body cavity, tumor, etc,) and subsequently passing 
a substance or apparatus through the extravascular 
passageway to perform the desired medical procedure 
at the selected intracorporeal location. 
[0024] Further in accordance with the invention, there 
is provided a device which is insertable into a blood ves- 
sel and useable to fomn ah extravascular passageway 
which extends from the blood vessel within which the 
catheter device is inserted to a target location (e.g., a) 
another blood vessel, b) another blood containing ana- 
tomical structure (e.g., chamber of the heart), c) another 
location on the same blood vessel, or d) an extravascu- 
lar location, (e.g., organ, tumor, body cavity, etc.)) Ex- 
travascular passageways formed by this catheter de- 



vice may be used for pert omnance of the methods of the 
present invention, as summarized hereabove. This pas- 
sageway-forming catheter device may comprise an 
elongate, flexible catheter body having a tissue pene- 
5 trating element (e.g. , a member, device or flow of ener- 
gy) which is passable from the catheter body, to fonn a 
passageway through the wall of the blood vessel In 
which the catheter is positioned, and through any other 
tissue located between the blood vessel and the target 
10 location (e. g., other blood vessel, anatomical structure, 
extravascular location, or other location on the same 
blood vessel) to which the passageway is desired to ex- 
tend. The tissue-penetrating element may comprise a 
suitable type of tissue-penetrating member, device or 
IS flow of energy, including but not necessarily limited to 
hollow and/or solid needle, trocar-tipped needle (with or 
without a surrounding pliable sheath), laserbeam. laser- 
emitting member, electrocautery probe, hot-tipped 
probe, rotating tissue penetrating apparatus, or ultra- 
20 sonic ablation probe. Optionally, the catheter device 
may be equipped with suction lumen, inflatable balloon 
(s) or other structural attributes or apparatus useable to 
facilitate or assist the passage of the tissue-penetrating 
element (e.g., member, apparatus, flow of energy) from 
25 the blood vessel to the selected target location. Also, 
optionally, the tissue-penetrating element of the cathe- 
ter device may incorporate a guide wire lumen or other 
means for passing a guide wire through the extravascu- 
lar passageway fomned by the tissue-penetrating ele- 
30 ment. 

[0025] Further in accordance with the invention, the 
passageway-fomiing catheter device of the foregoing 
character may be combined with one or more apparatus 
for orienting the tissue-penetrating element to insure 
35 that the extravascular passageway is fomned at its in- 
tended location. Such orienting apparatus may be 
mounted upon or incorporated into the passageway- 
forming catheter, or may be fomned separately of the 
passageway-creating catheter and used in conjunction 
40 with the catheter, from any suitable intracorporeal and/ 
or extracorporeal location. The orienting apparatus my 
comprise various types of active and/or passive appa- 
ratus including, but not limited to, extracorporeal or in- 
uacorporeal ultrasound apparatus, extracorporeal or in- 
45 tracorporeal Doppler apparatus, intracorporeal or extra- 
corporeal radiographic apparatus, magnetic resonance 
imaging apparatus, tomography apparatus, induction 
coils, electromagnetic devices, and various catheter- 
borne markers which are identifiable by radiographic. 
50 sonic, ultrasonic, photographic, MRl, or other means. 
[0026] Still further In accordance with the invention, 
there are provided passageway-modifying devices for 
debulking, lining, stonting. longitudinally compressing 
and/or otherwise modifying the extravascular passage- 
55 way(s) which are fonmed by the present invention. 

[0027] Further objects and advantages of the present 
invention will become apparent to those skilled in the art 
upon reading the detailed description of preferred em- 
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bodiments setforth herebelov.. ^^^^^'"'^^^f ^^^^ 
ly-preferred embodiments and examples of the inven 
tion are setforth in detail. 

Brief Descrlr """ ""''^ Prawrings 
[0028] 



Figure 1 a is a front perspective view of a human 
heart showing the typteai locations of coronary ar- 
tpries and veins thereon. 

Rgu?e 1 b IS a rear perspective view of the hurnan 
hLart showing the typical positions of arteries and 

CreTte^Wudinalsectionalviewthrough^^^^ « 
adiacent coronary artery and coronary vein within 
Sgmem 1c of FVgure 1a, wherein blood flow pas^ 
sajewayshavebeenfomiedlnaccordancew^he 

present invention to bypass an obstruction located ^ 
F;re';:rcrsrcLa.viewth.ugh.ine1d- 

;;^lTrsadiagramoftheTr-«ng.eofB^^^^^^ 
wLcheau. an anatomical landmark which « de- 
fined by certain coronary arteries and coronary 
tefns oUhe human heart, as visualized on an x-ray 
taken from the right anterior oblique view- 
Flaure if is a perspective view of an altematove 
^JaLc arizatio'n method of the present lnvem.on 
wherein an extravascular interstitial passagevway is so 
ToSrom a first location on a blood vessel (up- 
irarS Of an obstruction) to a second iocaUonon 
the same blood vessel (downstream of the obstruc 

Rate If Is a perspective view of the blood vessel OS 
Thown n Figure If. following complete applica^on 
ofthe evaiuiarlzation method of the present ,n^ 
Mention to fomi a bypass passageway around the 

Rg?ret"aperspectK,eviewofahumanbodyin- - 
Sorlgaschrmatic Illustration ofatran^s^u_ 

far method for performing a medteal Pr«=«l"« «^ 
an rxtravascularlocatlon Within thebody.maccord- 

flnce With the present invention. 
' FS^^relalsan'enlargedperspeotivevlevvothet^^^^ « 
ge^ tissue of Figure 2. showing the manner in wh ch 
a issue-penetratIng element Is passed from the 
passageway-fom^ingcatheterintothetargettssua 

R^ure 2a- is an enlarged view of the iBrget^tssue 
S ngure 2 showing an access conduit whK:h has « 
been advanced through and/or exchanged into the 
e^ravascular passageway into the target tssue 
™ 2b is a schematic showing of an indwelling 
Sery/sampling cannula having a subcutaneous 
NeS port for repetitive infusion/withdrawal of 55 
Sr?nto/from or monitoring of conditions m the 

FiSire 2c!s a schematic showing of a catheter in- 



serted through the extravascular passageway for 
temporarily deployment of a device into, monrtonng 
S^ondnSs in oVinf usionlwlthdrawal of matter in- 
to/fn3m the target area, ^o„onth/ 
Flaure 2d is a schematic showing of a pennanently 
n S device (e.g.. fluid drainage shunt) utilizing 
Cr^v^uter^assagewayofthepresentlnven- 

Ftaure 2e Is a schematic showing of a catheter in- 
serted through the extravascular passageway of 
Zl^Z^X invention and Into the lumen of another 
tubular anatomical passageway, for sampling, ac- 
iss.monitoring,orperfom«nceofasurgicalorm- 

terventional procedure within the tubular anatomi- 
Fl'r??irSematlcshowingofatransvasouiar 

prSedure tor pertomiing extravascular mterosur- 
aery in accordance with the present Invention. 

F?g^re 3a is a longitudinal sectional view showing 
an unmodified blood flow passageway fomiedinac- 

coidance with the present Invention. 
Figure 3b is a longitudinal sectional view shc^ng 
an internally lined blood flow passageway fomied 
in accordance with the present invention. 
Figure 3c Is a longitudinal sectional view showing a 
SSgltudinaily compressed blood flow Passageway 
formed in accordance with the present invention^ 
Figure 3d is a longitudinal sectional view show^g a 
blood flow passageway of the present invention 
having a non-protmslve stent or stented graft posi- 

'F^^ure3™pec«veviewshowinganop« 
flange and/or optional projections whteh may be .n^ 
Sorated Into a non-protrusive stent or stented 
gZ. positlonable within a blood flow Passag«w^ 
of the present invention in accordance with Figure 

pfgure 3e is a sectional view through a blood flow 
passageway of the present invention, hev-ng a ftrs 
embodiment of a hemiprotrusive or protrusive stent 
or stented graft positioned therewithin. 
F gure 3f ila s^onal view through flr^t and sec- 
ond blood flow passageways of the Pjesent irwen- 
tton. having a second embodiment of a P^truswe 
stent or stented graft positioned therew thin 
Flaure 4a is a schematic illustration of a first ap- 
p oach for (omiing arteriovenous Wood 'ow p^- 
sagewayslnaccordancewiththepresentinverrtion. 

Figure 4 b is a schematic illustration o^asecondap- 
pSach for fom,ing arteriovenous Wood "ow paS" 
Lgeways In accordancewlththepresent invention. 

Flaure 4c is a schematic Illustration of a third ap- 
pLch for fomiing arteriovenous Wood ^ow pas- 
sageways in accordance with the present invention. 

Figure 4d Is a schematic illustration ^fourth ap- 
proach for fom,lng arteriovenous blood flow pas- 
sageways in accordance with the present invention. 
Figure 4e is a schematic lllustretlon of a fifth ap- 
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proach for forming an arteriovenous blood flow pas- 
sageway in accordance with the present Invention. 
Figure 5a is a longitudinal sectional view of two (2) 
adjacent blood vessels, illustrating a f irst means for 
orienting, aiming and guiding a tissue-penetrating 5 
element to fomi an arteriovenous blood flow pas- 
sageway in accordance with the present invention. 
Figure 5b is a longitudinal sectional view of an ad- 
jacent artery and vein, illustrating a second means 
for orienting, aiming and guiding a tissue-penetrat- io 
ing element to fomn an arteriovenous blood flow 
passageway in accordance with the present inven- 
tion. 

Figure 5c is a longitudinal sectional view of an ad- 
jacent artery and vein, illustrating a third means for 
orienting, aiming and guiding a tissue-penetrating 
clement to form an arteriovenous blood flow pas- 
sageway In accordance with the present invention. 
Figure 5d is a longitudinal sectional view of an ad- 
jacent artery and vein, illustrating a fourth means 20 
for orienting, aiming and guiding a tissue-penetrat- 
ing element to form an arteriovenous blood flow 
passageway in accordance with the present Inven- 
tion. 

Figure 5e is schematic showing of a method for uti- 25 
lizing passive radiographically visible maricers to 
orient, aim and or guide a tissue-penetrating ele- 
ment to form an extravascular passageway in ac- 
cordance with the present invention. 
Figure 5e' shows a first type of radiographic mark- 30 
ers which may be utilized in accordance with Figure 
5e. 

Figure 5e" shows a second type of radiographic 
markers which may be utilized In accordance with 
Figure 5e. ^ 
Figure 5e"' shows a third type of radiographic mark- 
ers which may be utilized in accordance with Figure 
5e. Figure 5f is a schematic showing of a method 
for utilizing an ultrasonically visible marker to aim, 
align and/or guide a tissue penetrating element to 40 
form an extravascular passageway in accordance 
with the present invention. 
Figure 5f Is a perspective view of the ultrasonically 
visible marker shown in figure 5f . 
Figure 5g is a schematic view of a method tor using 
MR! to orient, aim or guide a tissue-penetrating el- 
ement to form an extravascular passageway in ac- 
cordance with the present invention. 
Figure 5g' Is a perspective view of a first embodi- 
ment of a marker visible by magnetic resonance im- so 
aging (MRl) to facilitate orientation, aiming and/or 
guidance of a tissue penetrating element to fomn an 
extravascular passageway in accordance with the 
present invention. 

Figure Sg" is a perspective view of a second enn- ss 
bodiment of a marker visible by magnetic reso- 
nance imaging (MRl) to facilitate orientation, aiming 
and/or guidance of a tissue penetrating element to 



fomn an extravascular passageway in accordance 
with the present invention. 

Figure 5h is a schematic showing of means for uti- 
lizing a doppler apparatus to facilitate orientation, 
aiming and/or guidance of a tissue penetrating ele- 
ment to fonm an extravascular passageway in ac- 
cordance with the present invention. 
Figure 5i is a schematic showing of means for a 
pressure sensing apparatus to facilitate orientation, 
aiming and/or guidance of a tissue penetrating ele- 
ment to fomi an extravascular passageway in ac- 
cordance with the present invention. 
Figure 5j is a schematic showing of means for uti- 
lizing transmitter and receiver apparatus for orient- 
ing, aiming and/or guiding a tissue penetrating ele- 
ment to f omi an arteriovenous blood flow passage- 
way in accordance with the present invention. 
Figure 5k is a schematic showing of means for uti- 
lizing transmitting and induction coil apparatus for 
orienting, aiming and/or guiding a tissue penetrat- 
ing element to fomn an arteriovenous blood flow 
passageway in accordance with the present inven- 
tion. 

Figure 51 is a schematic showing of means for uti- 
lizing magnetic apparatus for orienting, aiming and/ 
or guiding a tissue penetrating element to fomn an 
arteriovenous blood flow passageway in accord- 
ance with the present Invention. 
Figure 6a is a longitudinal sectional view of a portion 
of a transvascular tissue-penetrating catheter of the 
present invention, showing a first means for exiting 
of the tissue-penetrating element from the catheter. 
Figure 6b is a longitudinal sectional view of a portion 
of a transvasculartissue-penetrating catheter of the 
present invention, showing a second means for ex- 
iting of the tissue-penetrating element from the 
catheter. 

Figure 6c is a longitudinal sectional view of a portion 
of a transvasculartissue-penetrating catheter of the 
present invention, showing a third means for exiting 
of the tissue-penetrating element from the catheter. 
Figure 6d is a longitudinal sectional view of a portion 
of atransvasculartissue-penetrating catheter of the 
present Invention, showing a fourth means for exit- 
ing of the tissue-penetrating element from the cath- 
eter. 

Figure 6d' is a perspective view through of the distal 
end of the catheter device shown in Figure 6d. 
Figure 6e is a longitudinal sectional view of a portion 
of a transvasculartissue-penetrating catheter of the 
present invention, showing a fifth means for exiting 
of the tissue-penetrating element from the catheter. 
Figure 6f is a longitudinal sectional view of a portion 
of a transvascular tissue-penetrating catheter of the 
present invention, showing a sixth means for exiting 
of the tissue-penetrating element from the catheter 
Figure 6g is a longitudinal sectional view of a portion 
of a transvascular tissue-penetrating catheter of the 
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present invention, showing a seventh means for ex- 
iting of the tissue-penetrating elennert fronn the 

catheter. , , , 

FigureSh is a longitudinal sectional view of a portion 
ofatransvasculartissue-penetratingcatheterofthe 5 
present invention, showing a eighth means for ex- 
iting Of the tissue-penetrating eiement from the 

catheter. _ , . 

Figure 6i is a longitudinal sectional view of a portion 

ofatransvasculartissue-penetratingcatheterofthe to 

present invention, showing a ninth meansfor exiting 
of the tissue-penetrating eiement from the catheter. 
Figure 7a is a longitudinal sectional view of a distal 
portion of the first embodiment of atissue-penetrat- 
ing element in accordance with the present inven- « 

RgufB 7a' Is a cross secBonal view through line 7a'- 
7a' of Figure 7a. 

Figure 7b is a longitudinal sectional view of a distal 
portion of the second embodiment of a tissue-pen- 
etrating element in accordance with the present in- 
vention. . , 
Figure 7c Is a longitudinal sectional view of a distal 
portion of the third embodiment of a tissue-pene- 
trating element In accordance with the present in- ss 

vention. . j_v„i 

Figure 7d Is a longitudinal sectional view of a distal 
portion of the fourth embodiment of a tissue-pene- 
trating element in accordance with the present In- ^ 

vention. ^ ,. _ ., 

Figure 7d' Is a cross sectional view through line 7d - 

7d' of Figure 7d. 

Figure 7e is a longitudinal sectional view of a distal 
portion of the fifth embodiment of a tissue-penetrat- 
ing element in accordance with the present Inven- 3S 

Figure 7e' Is a cross sectional view through line 7e'- 

7e' of Figure 7e. 

Figure 7e" is cross sectional view through an alter- 
native embodiment of the device shown in Figure 40 
7e. comprising a hollow tube having a solid stylet 
positioned therewlthin. 

Figure 7f is a longitudinal sectional view of a distal 
portion of the sixth embodiment of a tissue-pene- 
trating element In accordance with the present In- « 

vention. ^. . 

Figure 7V is a perspective view of the trocar-tipped, 
elongate member which forms a portion of the tis- 
sue-penetrating element shown in figure 7f. 
Figure 7g Is a longitudinal sectional view of a distal so 
portion of the seventh embodiment of a tissue-pen- 
etrating element in accordance with the present in- 
vention. , J. t I 
Figure 7h is a longitudinal sectional view of a distal 
portion of the eighth embodiment of a tissue-pene- 
trating element in accordance with the present in- 
vention. . , , 
Figure 71 is a longitudinal sectional view of a distal 



portion of the ninth embodiment of a tissue-pene- 
trating element in accordance with the present in- 
vention. , 
Figure 7j is a longitudinal sectional view of a distal 
portion of the tenth embodiment of a tissue-pene- 
trating element In accordance with the present in- 
vention. , 
Figure 7k is a longitudinal sectional view of a distal 
portion of the eleventh embodiment of atlssuei)en- 
etrating eiement in accordance with the present in- 
vention. ^ . , 
Figure 71 is a longitudinal sectional view of a distal 
portion of the twelfth embodiment of atissue-perie- 
trating element In accordance with the present in- 
vention. ^ .. 
Figure 7m Is a longitudinal sectional view of a distal 
portion of the thirteenth embodiment of a tissue- 
penetrating eiement in accordance with the present 

invention. . 
Figure 8a is a longitudinal sectional view of a first 
embodiment of an apparatus for modifying an inter- 
stitial passageway fomned in accordance with the 
present invention. 

Figure 8b is a longitudinal sectional view of a sec- 
ond embodiment of an apparatus for modifying an 
interstitial passageway fornied in accordance with 
the present invention. 

Figure 8c is a longitudinal sectional view of a third 
embodiment of an apparatus for modifying an inter- 
stitiai passageway fomned in accordance with the 
present Invention. ^ . ^ 

Figure 8d is a longitudinal sectional view of a fourth 
embodiment of an apparatus for modifying an inter- 
stitial passageway fomned in accordance with the 
present invention. , „«u 

Rgure Be Is a longitudinal sectional view of a fifth 
embodiment of an apparatus for modifying an inter- 
stitial passageway fonned in accordance with the 
present invention. . 
Figure 8f is a longitudinal sectional view of a sixth 
embodiment of an apparatus for modifying an inter- 
stitial passageway fonned in accordance with the 
present invention. 

Figure 8g is a longitudinal sectional view of a sev- 
enth embodiment of an apparatus for modifying an 
intetstltlal passageway tonned in accordance with 
the present invention. 

Figure 8h is a longitudinal sectional view of a eighth 
embodiment of an apparatus for modifying an inter- 
stitial passageway fomned in accordance with the 
present invention. 

Figure 8h' is an eievational view of the device of Fig- 
ure 8h being used to modify and arteriovenous 
blood flow passageway fonned in accordance with 
the present invention. 

Figure 81 is a longitudinal sectional view of a ninth 
embodiment of an apparatus for modifying an inter- 
stltiai passageway formed in accordance with the 
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present invention. 

Figure 8j is a longitudinal sectional view of a tenth 
embodiment of an apparatus for modifying an inter- 
stitial passageway fonmed in accordance with the 
present invention. ^ 
Figure 9a is an elevational view of a first embodi- 
ment of a device usable to longitudinally compress 
an arteriovenous passageway fomied In accord- 
ance with the present invention. 
Figure 9a' is an exploded perspective view of the ^ 
device shown In Figure 9a. 
Figure 9b is an elevational view of a second embod- 
iment of a device usable to longitudinally compress 
an arteriovenous blood flow passageway in accord- 
ance with the present invention. ^ 
Figure 9b' is a partial longitudinal sectional view of 
the device of Figure 9b mounted within a delivery 
catheter. 

Figure 9b" is a perspective view of the device of Fig- 
ure 9b partially ejected from its delivery catheter. - 
Figure 9b"' is a perspective view of the device of 
Figure 9b fully ejected from its derivery catheter. 
Figure 9c is an elevational view of a third embodi- 
ment of a device usable to longitudinally compress 
an arteriovenous blood flow passageway in accord- 
ance with the present invention. 
Figure 9d is an elevational view of a fourth embod- 
iment of a device usable to longitudinally compress 
an arteriovenous blood flow passageway in accord- 
ance with the present invention. 
Figure 9e is an elevational view of a fifth embodi- 
ment of a device usable to longitudinally compress 
an arteriovenous blood flow passageway in accord- 
ance with the present invention. 
Figure 9f is an elevational view of a sixth embodi- 
ment of a device usable to longitudinally compress 
an arteriovenous blood flow passageway in accord- 
ance with the present invention. 
Figure 9f is a partial longitudinal sectional view of 
the device of Figure 9f mounted within a delivery 
catheter. 

Figure 9f' is a perspective view of the device of Fig- 
ure 9f as it is mounted vyithin its delivery catheter. 
Figure 9r' is a longitudinal sectional view of the de- 
vice of Figure 9f partially deployed out of Its delivery 
catheter. 

Figure gf" is a cross sectional view of the device of 
Figure 9f fully deployed out of its delivery catheter. 
Figure 10a is a perspective view of a first embodi- 
ment of a transvascular tissue-penetrating catheter 
device of the present invention. 
Figure 10b is a longitudinal sectional view through 
line 10b-10b of Figure 10. 

Figure 10c is a longitudinal sectional view through 
line 10c of Figure 10a. 

Figure 10d is a cross sectional view through line 
lOd-IOd of Figure 10a. 

Figure 1 0c' is a schematic view of an optional guide 



wire/sheath urging apparatus which may be incor- 
porated into any embodiment of the transvascular 
tissue-penetrating catheter of the present invention. 
Figure 10c" is a schematic showing of the appara- 
tus of Figure 1 0c' as the tissue-penetrating element 
of the catheter device is penetrating through tissue. 
Figure 10c'" is a schematic showing of the device 
of Figure 10c after the tissue-penetrating element 
has penetrated through tissue and into a vascular 
lumen or open cavity. 

Figure 1 1 a is a longitudinal section view through the 
handpiece component of a second embodiment of 
a transvascular tissue-penetrating catheter device 
of the present invention. 

Figure lib Is a partial longitudinal sectional view 
through a distal portion of the second embodiment 
of the transvascular tissue-penetrating catheter de- 
vice of the present Invention. 
Figure 11c is a longitudinal section showing of the 
device of Figure li b during a first stage of a tissue- 
penetrating procedure. 

Figure 11c is a longitudinal section showing of the 
device of Figure 11b during a second stage of a tis- 
sue-penetrating procedure. 
Figure 11 d is an enlarged longitudinal sectional 
view of segment 11 d of Figure 11c. 

Detailed Description of the Preferred Embodiments 

[0029] The following detailed description and the 
drawings to which It refers are provided for the purpose 
of describing certain presently preferred embodiments 
of the present invention only, and are not intended to 
limit the scope of the invention in any way. Indeed, it is 
to be appreciated that the detailed descriptions and ex- 
amples set forth herebelow are provided as mere exam- 
ples or Illustrations of certain ways in which the invention 
may be utilized or practiced. These examples and Illus- 
trations are not intended to provide an exhaustive de- 
scription of all possible embodiments and examples of 
the invention but, rather, are illustrative of some but not 
all applications to which the invention may be applied. 

A. The Methods of the Present Invention 

I. Revascularization Methods 

[0030] Broadly stated, the revascularization method 
of the present invention provides a method for estab- 
lishing one or more passageway(s) 10 through which 
blood may flow from or into at least one blood vessel. In 
most cases, the blood which flows through the passage- 
way will preferably have a p02 In excess of about 50. 
[0031 ] In some instances the extravascular passage- 
way(s) 10 will be used for bypassing an obstructed, in- 
jured or disease-affected segment of an artery. In some 
embodiments of the invention, only a primary blood flow 
passageway (e.g.. a passageway from the artery up- 
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stream of the obstruction) will be formed between an ob- 
structed injured or disease-affected artery (or another 
unimpaired artery or a blood-filled anatomical structure 
such as a chamber of the heart), and a vein thereby per- 
mitting arterial blood will then be permitted to flow in the 
retrograde direction through the vein, so as to retropro- 
tuse tissues through the venous vasculature. In other 
embodiments of the invention, one or more secondary 
blood flow passageways will also be formed between 
the obstructed artery and the vein, downstream of the 
obstruction, such that arterial blood which has entered 
the lumen of the vein through the primary bloodf low pas- 
sageway(s) may subsequently enter or re-enter the lu- 
men of the artery, downstream of the obstruction, there- 
by perfusing tissues through the remaining (e.g., unob- 
structed) portion of the obstructed artery. 
[0032] Although the anatomical showings provided in 
Figures 1 a and 1 b are specific to the coronary vascula- 
ture it is to be appreciated that the methods of the 
present invention may be applied to blood vessels 
throughout the body and are not necessarily limited the 
treatment of obstructed coronaQr arteries (e.g.. the fenri- 
oral-popliteal region, aorta-iliac region. etC;). 
[00331 With reference to the drawings. Figures 1 a and 
1b provide detailed showings of the normal vascular 
anatomy of a human heart wherein coronary arteries are 
substantialV parallel and adjacent to coronary veins. 
The specific anatomical stmctures shown in Figures 1 a. 
lb and 1e are labeled in accordance with the following 
legend: 



A 


Aorta 


AlV 


Anterior Interventricular Vein 


CA 


Coronary Artery 


CV 


Coronary Vein 


CS 


Coronary Sinus 


CIR 


Circumflex Artery 


IVC 


Inferior Vena Cava 


LAD 


Left Anterior Descending Artery 


SVC 


Superior Vena Cava 


PA 


Pulmonary Artery 


PV 


Pulmonary Vein 


TA 


Tunica Adventitla 


TM 


Tunica Media 


Tl 


Tunica Intlma 


GOV 


Great Cardiac Vein 



[00341 Figures 1c-1d illustrate a specific application 
of the present invention, wherein an obstruction OB is 
located within a coronary artery located on the left an- 
terior aspect of the heart. As shown, the obstructed cor- 
onary artery CA is located adjacent, and generally par- 
allel to. a coronary vein CV. A first blood flow passage- 
way 10a is formed between the coronary artery CA and 
the adjacent coronary vein CV, at a location upstream 
of the arterial obstruction OB. Also, in the showing of 
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Figure 1c, an optional second blood flow passageway 
1 0b has been formed between the lumen of the coronary 
vein CV and the lumen of the coronary artery CA. at a 
location downstream of the obstruction OB. Also in 
5 these figures, optional embolization members 1 2a 1 2b 
are shown to have been placed within the lumen of he 
coronary vein CV at sites proximal of the first blood flow 
passageway 10a. and distal of the optional second 
blood flow passageway 10b. These optional embo iza- 
w tion member serve to guide the flow of arterial blood 
which enters the coronary artery CA through the first 
blood flow passageway 10a, through a segment of the 
adjacent coronary vein CV, and through the second 
blood flow passageway 1 0b such that the arterial blood 
15 reenters the lumen of the coronary artery CA. down- 
stream of the obstruction OB. Optional embolization 
members 12a, 12b may be any one or combination of 
devices sufficient to block or Impede flow such as colls; 
hemostatic materials such as collagen, Gelfoam^«« or (i- 
20 brin covered stents or frames, detachable balloons, 
valve structures clips, fasteners or plugs, etc. Further, 
the function served by these members may also be ac- 
complished utilizing various methods including ligation, 
welding, coagulation, or other surgical methods. 
25 [00351 As Illustrated in the cross sectional showing of 
Figure Id. each blood flow passageway 10 of the 
present Invention is essentially an interstitial tunnel 
which extends through the wall of an artery (such as a 
coronary artery CA)through the wall of an adjacent vein 
30 (such as a coronary vein CV) and through any connec- 
tive or membranous tissue which may be located be- 
tween the coronary artery CA and coronary vein CV. In 
this manner, each blood flow passageway 10 acts as a 
flow conduit between the lumens of the coronary artery 
35 CA and coronary vein CV. 

[00361 Figure 1 e is a diagram of a portion of the cor- 
onary vasculature known as the Triangle of Brouck-Mo- 
scheau. The Triangle of Brouck-Moscheau is defined by 
theleft anterior descending coronary artery LAD, the cir- 
40 cumflex coronary artery CIR. the anterior interventricu- 
lar vein AlV and the great cardiac vein, GCV. as shown. 
Obstructions resulting from the build-up of atheroscle- 
rotic plaque are often found in the proximal portions of 
the left anterior descending artery LAD and/or the cir- 
45 cumflex artery CIR. The revascularization methods of 
the present invention may be utilized to treat such ob- 
structlons of the left anterior descending artery LAD and/ 
or circumflex arteiy CIR by forming appropriate blood 
flow passageways 10 between the arteries and veins 
so sun-ounding the Triangle of Bouck-Moscheau. For ex- 
ample, if an obstruction is present in the proximal portion 
of the left anterior descending artery LAD. a first blood 
flow passageway 1 0a may be f omned between the great 
cardiac vein GCV and the circumflex artery CIR and a 
55 second blood flow passageway 1 0b may be fomied be- 
tween the left anterior descending artery LAD and the 
anterior intraventricular artery AlV. at a location down- 
stream of the obstruction. A lumen blocking member 12 
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may be placed within the great cardiac vein GCV, prox- 
imal to the first blood flow passageway 1 0a and/or within 
the anterior interventricular vein AlV distal to the second 
blood flow passageway 1 0b such that arterial blood from 
the circumflex artery CIR will flow through the first blood 
flow passageway 10a, through the great cardiac vein 
GCV, through the anterior interventricular vein AlV and 
Into the left anterior descending artery LAD, down- 
stream of the obstruction. Alternatively, in cases where 
the obstruction is present in the circumflex artery CIR, 
the first blood flow passageway 10a and second blood 
flow passageway 10b may be inverted, such that blood 
flowing through the left anterior descending artery LAD 
will flow through the anterior interventricular vein AlV. 
through the great cardiac vein GCV and into the circum- 
flex artery CIR, downstream of the obstruction. In ac- 
cordance with these examples, It will be appreciated that 
the revascularization method of the present Invention 
may be utilized in a manner which obtains arterial blood 
from an artery or from any other source (e.g., left ven- 
tricle), and passes such arterial blood into another ar- 
tery. Moreover, in accordance with the revascularization 
methods of the present invention, It will be appreciated 
that the second blood flow passageway 10b may, in at 
least some cases, be eliminated and arterial blood may 
be provided to the blood-deprived regions of the myo- 
cardium by retroprof usion through the anterior interven- 
tricular vein AlV or great cardiac vein GCV. 
[0037] It will be appreciated that in some applications 
of the revascularization method of the present invention, 
the extravascular passageway 10 may comprise an in- 
terstitial tunnel which extends from a first location to a 
second location, on the same blood vessel. As shown 
in Figure 1f , a blood vessel BV having an obstruction 
OB formed therein may be bypassed by utilizing a pas- 
sageway-forming catheter 100 of the present invention 
whereby a tissue-penetrating element 102 is passed 
through the wall of the blood vessel upstream of the ob- 
struction, through the adjacent tissue, and subsequently 
through the wall of the blood vessel downstream of the 
obstruction. In this manner, an interstitial passageway 
10, shown in Figure If, fomns a bypass conduit around 
the obstruction OB in the blood vessel BV. 



extravascular location. The types of surgical or interven- 
tional procedures which may be performed in accord- 
ance with this method of the present invention include: 

5 DELIVERT OF THERAPEUTIC MATTER 
[0039] 

• Delivery of flowable drug substance; 
10 • Implantation of an implantable drug delivery appa- 
ratus (e.g., microspheres, etc.); 

• Delivery of medical treatment fluids; 

• Implantation of access catheter for ongoing dmg 
dosing; 

IS • Implantation of genetic material, cells, microbial or 
viral vectors, etc. 
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TEMPORARY OR PERMANENT DEPLOYMENT OF 
DEVICE (S) 

[0040] 



• Implantation of stimulator (electrical or physical); 

• Implantation of sensor; 
25 • Implantation of electrode; 

Implantation of transmitter, receiver ortransponder; 

• Implantation of support member (e.g., stent); 

• Implantation of maricer (e.g., radiograph ically visi- 
ble marl<ers, or solutions. 

30 

TISSUE RESECTION, EXCISION OR ABLATION 
[0041] 

35 • Tissue ablation or destruction; 

• Cutting ortransection of tissue (e.g., nen^e, fibers); 

• Resection and removal of neoplasms, diseased tis- 
sue, etc.; 

• Dilation, stretching or other modification of endog- 
40 enous tissue to restore patency, flow, configuration, 

or function. 



SAMPLING APPLICATIONS 



ii. Methods for Performing Surgical o r Interventional 45 
Procedures at Extravascular Locations 

[0038] In addition to the above-described revascular- 
ization methods, the present invention also includes 
methods for perfomning various surgical or intervention- so 
al procedures at extravascular locations within the body 
These methods of the present invention are accom- 
plished by forming one or more extravascular passage- 
ways from a blood vessel to an extravascular location 
(e.g., organ, tissue, body cavity, etc.) and subsequently ss 
passing one or more procedure-perfomning apparatus 
through the extravascular passageway to accomplish 
the desired surgical or interventional procedure at the 



[0042] 

Sampling of tissue (e.g., biopsy); 
• Sampling of solid matter (e.g.. calculus, tophi, etc.); 

MQMITORING APPLICATIONS 



[0043] 



Determining pressure, pH, temperature, oxygen 
saturation, partial pressure of dissolved gas, ECG, 
EEG, evoked potentials, or other variables which 
are measurable at the target area. 
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[0044] Figures 2-2f are provided for the purpose of 
further describing and illustraUng some of the speciflc 
interventional and/or surgical procedures which may be 
performed in accordance with this embodiment of the 
present invention. Figure 2 shows a schematic .llustra- 
tion of the human body wherein a passageway-forming 
catheter apparatus 100 of the present Invention has 
been pen:utaneously inserted into a blood vessel (e.g.. 
femoral vein) and has been advanced through the vena 
cava, internal jugular vein and great cerebral vein, to a 
desired location adjacent the extravascular target area 
(e g ventricle of the brain). Thereafter, a tissue-pene- 
trating element 102 is passed from the catheter 100 
through the wall of cerebral blood vessel wherein the 
distal portion of the catheter 100 is located and the tis- 
sue penetrating element is advanced through the adja- 
cent brain tissue to an extravascular target location T 
within the brain. In this manner, an extravascular pas- 
sageway 10 has been fonned from the cerebral blood 
vessel to the extravascular target location T. As neces- 
sarv the passageway 10 which is initially fornied by the 
tissue-penetrating element 102 may be debulked. en- 
larged or modified in accordance with the apparatus and 
methods for passageway modification shown in Figures 
8a-8h and described in detail herebelow. 
r00451 Figure 2a is an enlarged view of the target area 
T and the adjacent blood vessel BV into which the pas- 
sageway-forming catheter device 100 has been ad- 
vanced. Initially, the tissue-penetrating element 102 of 
the passageway-fomning catheter device 100 is ad- 
vanced out of the catheter 100, through the wall of the 
bloodvessel BV, and through tissue which Is locatedbe- 
tween the blood vessel BV and the target area T. The 
tissue-penetrating element 102 utilized in the apptea- 
tion preferably Incorporates a lumen 114 through which 
a secondaiy guide wire GWs may be advanced into the 
target area T. Thereafter, the tissueiienetrating element 
102 may be retracted and removed along with the pas- 
sageway-forming catheter 100. leaving the secondary 
guide wire GWg In place. 

r00461 As shown in Figure 2a. an access canula 1 03 
may then be advanced over the pre-posltloned second- 
ary guide Wire GW2 such that the cannula 103 extends 
through the vasculature, through the extravascular pas- 
sageway 10 formed by the tissue-penetrating element 
1 02 and into the target area T This access cannula may 
then be utilized as a conduit for introducUon of drugs, 
implantation of devices, sampling, monitoring, deploy- 
ment of surgical apparatus or other applications in ac- 
cordance vwth the methodsfor performing surgical or in- 
terventional procedures at extravascular locations, de- 
scribed hereabove. 

[00471 Figures 2b-2f illustrate specric examples of 
the types of extravascular surgical or inten^entionai pro- 
cedures which may be perfomied in accordance with 

this aspect of the invention. 

[00481 With reference to Figure 2b. a subcutaneous 
port apparatus 105 may be mounted on the proximal 



end of the access cannula 103. and may be utilized for 
the injection or withdrawal of f lowable substances (e.g.. 
drugs, medical treatment fluids, radiographic contrast 
solSlons. cells, genetic material, microbial orjral vec. 
5 tors, etc.) through the access cannula 1 03. and into the 
target area T. Also, the port apparatus 1 05 and cannula 
103 may be utilized to accomplish periodic monitoring 
of pressure or other conditions at the target area T (e. 
a by filling the cannula 103 with fluid and inserting a 
10 needleconnectedto a pressure transducer into the port 
apparatus 1 05, a reading of pressure at the target area 
T rriaybe obtained). Thus, Figure 2b illustrates the man- 
ner in which an indwelling access cannula 103 having 
a subcutaneously positioned injection port 1 05 may be 
15 utilized for continuing infusion or withdrawal of f lowable 
matter into/from the target area T. Specific examples of 
the types of conditions which may be treated by repeat- 
ed infusions of dnigs to a specific target area T within 
the body Include Parkinsons disease, epilepsy, hyper- 
20 tension.tumors.depresslon.Alzhelmer'sdisease. sleep 
disorders, behavior disorders, motor dysfunctions, etc^ 
Additionally, the access cannula 103 and injection port 
105 may be used as a means for periodically infusing 
replacement fluids or solutions, to effect various types 
25 of replacement therapies. These applications may also 
be performed with the device shown In Figure 2c. 
[00491 Figure 2c shows an alternative an-angement 
wherein the access cannula 103 Is exteriorized and Is 
utilized as a conduit forthe passage of a temporary de- 
30 vice 1 06 Into the target area T. The device 106 may be 
connected to an extracorporeal apparatus 107 which 
will deliver some form of energy to the device 106. or 
will receive infomiation from the device 106. Examples 
ofthe types of extracorporeal apparatus 107 which may 
35 be utilized Include, but are not necessarily limited to. 
electrical signal generators, electrocautery apparatus, 
radio frequency signal generators, cryogenic apparatus, 
ultrasound generators, fomi of oscilloscopes, monitors, 
chart recorders, galvanometers, laser, scopes, other in- 
40 strumentation. etc. Specific examples of the types of 
treatments which may be delivered to the target area T 

by way of a temporarily positioned device 106 include 
radio frequency ablation of tissue (e.g.. newe tracts or 
arythmogento tracts within the heart) cryogenic tissue 
45 destruction (e.g.. of a tumor), electrocautery (e.g.. to 
stop a hemorrhage or ablate tissue), etc. Exarnples of 
the types of monitoring or information retrieval opera- 
tions which may utilized in connection with a temporar- 
ily-positioned devtoe 106 include localized EEG meas- 
50 urements, localized EGG measurements. Recordation 
of gaivanometric responses, oxygen saturation meas- 
urements, partial pressure measurements of gasses 
dissolved In fluids, pH measurements, electrode deter- 
minations of the concentrattons of specific electrolytes 
55 or other Chemical substances, etc. 

[00501 Figure 2d shows an applteation of the present 
Invention wherein the access cannula 103 is utilized to 
continually drain fluid from the target areaT. In this man- 
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ner, the proximal portion of the access cannula 103 is 
provided with a plurality of outlet apertures 1 09 such that 
excess fluid which collects within the target area T will 
drain proximaliy through the lumen of the access can- 
nula 103 and out of outlet apertures 109. The proximal 
portion of the access cannula 103 having the outlet ap- 
ertures 109 formed therein may be exteriorized such 
that excess fluid is drained into an extracorporeally lo- 
cated container or vessel, or alternatively be implanted 
at another location within the body (e.g.. the peritoneal 
cavity) such that excess fluid will pass into such other 
area of the body where it can be assimilated by natural 
physiologic functions without causing damage or harm 
to the body. One example of such application is the use 
of the cannula 103 as an indwelling shunt or draining 
excess cerebrospinal fluid from a ventricle of the brain 
to a secondary location (e.g., peritoneum) within the 
body. Because the cannula 1 03 has been implanted 
through the vasculature and through the extravascular 
passageway 10 created in accordance with the inven- 
tion, the technique used for implantation of the cannula 
1 03 may be performed percutaneously without requiring 
large surgical incisions as may be typical of other meth- 
ods utilized to implant fluid-drainage shunt devices used 
for the treatment of hydrocephalus and other disorders. 
[0051] Figure 2e shows another specific application 
of the present invention, wherein the access cannula 
103 extends from the blood vessel BV, through the ex- 
travascular passageway 1 0 of the present invention and 
into the lumen 111 of a secondary tubular anatomical 
passageway or duct which is the target T in this appli- 
cation. The types of tubular passageways or ducts 
which may form the target T in this application of the 
invention include blood vessels, geneto-urinary duds, 
exocrine ducts, endocrine ducts and lymph ducts. After 
the access cannula 1 03 has been positioned within the 
lumen 111 of the target duct or passageway T, any of 
the above-listed applications for this methodology may 
be utilized including withdrawal of samples of infusion 
of drugs, deployment of devices, etc. 
[0052] Figure 2f illustrates yet another specific exanrv 
ple of an application of the invention wherein the access 
cannula 103 extends through the vasculature, through 
an extravascular passageway 1 0 of the present inven- 
tion, and Into a target area T such that one or more sur- 
gical Instruments 1 1 3 may be passed into the target area 
T for the purpose of perfomning a surgical (e.g.. micro- 
surgical) procedure within the target area T. In this man- 
ner, an exteriorized control system 1 1 5 may be connect- 
ed to the surgical instrument(s) 11 3 and may be utilized 
to effect the desired operation and manipulation of the 
surgical instrument 113 within the target area T 

iii. T ypes of Passageways 



[0053] Figures 3a-3f . and the detailed description set 
forth harebelow, describe certain types of extravascular 
passageways 1 0 which may be fonmed in accordance 



with the present invention. The showings of Figures 3a- 
3f and the following detailed description are presented 
as mere examples of types of passageways which may 
be fomied. and are not intended to exhaustively de- 
5 scribe all possible types of passageways 1 0 which may 
be utilized in accordance with the present invention. Fur- 
themnore. It is to be noted that although the showings of 
Figures 3a-3f are directed to passageways 10 formed 
between a vein and artery, the various passageway 
10 modifications illustrated in Figures 3a-3f are broadly ap- 
plicable to any or all types of extravascular passage- 
ways 10 fonned in accordance with the present inven- 
tion, for which such modifications may be suitable. In- 
deed, the passageways 10 shown in Figures 3a-3f and 
15 described herebelow are not limited to passageways 
formed between arteries and veins, but may be broadly 
applicable to all passageways 10 of the present inven- 
tion. 

[0054] As shown in Figures 3a, the passageways 10 
20 of the present Invention may comprise unstented, un- 
lined. interstitial tunnels (Fig. 3a). Altematively, as 
shown in Figures 3b-3f . such passageways 1 0 may be 
provided with various types of surface modifications or 
ancillary apparatus, such as tubular linings (Fig. 3b), 
25 longitudinal constraining clips (Fig. 3c), stents orstented 
grafts which are confined to the interior of the passage- 
way 10 (Fig. 3d), or stents or stented grafts which pro- 
trude out of and beyond the passageway 10 (Figs. 3e- 
3f). 

30 [0055] Referring specifically to Figure 3a, there is 
shown a passageway 10 which extends between two 
blood vessels and which is devoid of any stent, liner, 
tubing, coating, valve, surface modification, substance 
or apparatus disposed within the passageway 1 0. In this 
35 regard, this unstented, unlined. unmodified passage- 
way 10 is simply an interstitial tunnel (e.g.. a puncture 
tract or tunnel) which extends between two blood ves- 
sels such that blood may flow from the lumen of one 
blood vessel Into the lumen of the other. 
40 [0056] Figure 3b shows a passageway 1 0 fomied be- 
tween two blood vessels and having a tubular inner lin- 
ing 20 disposed therew'ithin. Such inner lining 20 may 
comprise a segment of rigid or flexible plastic tubing, a 
layer of a biocompatable polymeric coating, a layer of 
45 cells of a type which differs from that of the surrounding 
tissue (e.g., endothelial layer biological tissue graft, 
etc.), a layer of tissue of modified density as may be 
fonned by laser treatment, electrocautery, etc.. or any 
other type of matter which differs from the inner surface 
50 of the unstented and unlined passageway 1 0 itself. Such 
lining 20 within the passageway 1 0 may serve to a) fa- 
cilitate laminar and non-turbulent blood flow through the 
passageway 10 or b) prevent unwanted closure of the 
passageway due to natural contraction of surrounding 
55 muscle or tissue ingrowth into the passageway 10. In 
instances wherein the lining 20 is fomned by application 
of a flowable material or energy (e.g., a chemical sub- 
stance to produce a controlled chemical burn of the tis- 
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sue or a biocompatable polymer coating, a suspension 
of endothelial ceils, etc...) to the walls of the passag^ 
way 1 0. the application of such flowable material to the 
waH(s) of the passageway 10 may be accompLshed 
through the use of a device such as that shown m F^- 
ures 8h-8h" and discussed morefuiiy herebeiow. in ref- 
erence to the devices of the present invention. 
raoSTl Figure 3c shows a passageway 1 0 wherein a 
ongitudinal constraining apparatus 22 has been posi- 
tioned so as to longitudinally compress the opposite 
endsofthepassagewaylOtowardoneanothe^thereby 

compacting any tissue (e.g., loose connective tissue) 
which is located between the blood vessels. Such lon- 
gitudinal constraining apparatus 22 may also be con- 
structed to provide radial support for. and/or maintain 
patency of the passageway 10. The application of lon- 
gitudinal compression to the passageway 10 by a con- 
straining apparatus 22 may be particularly important in 
applications of the invention wherein the blood vessels 
w Woh the passageway 1 0 connects are located on the 
rurface of an organ (e.g., epicardialiy located coronary 
artery and vein), or are otherwise located such that cav- 
ernous or loose tissue (e.g.. loose connective tissue) or 
open space exists between the artery and vein. The 
presence of such cavernous or loose Ussue may aUow 
blood which flows through the passageway 10 to infi^ 
trate into such tissue or space between the artery and 
vein, as may result in the fomiation of a hematoma. Ex- 
amples of specific types of constraining apparatus 22 
■ which may be utilized to longitudinally compress the 
blood flow passageway 10 as shown In Figure 2c. or to 
othenwise facilitate coupling of two blood vessels by 
side-to-side anastomosis, are shown in Figures 9a-9t. 
and are described more fully herebeiow with reference 
to Figures 9a-9f . . 
r00581 Figure 3d shows a passageway 10 of the 
present invention having a non-protrusive stent or ^nt- 
ed graft 24 positioned within the passageway 10. Such 
stent or stented graft 24 may comprise « Pressure-ex- 
pandable or self-expanding cylindrical stent o frame 
work, and may optionally be covered by a continuous 
tubular member such asapliablesegmentowwenpol- 

yesterorexpanded polytetrafluoroethyiene (ePTFE)the 
disposition of such stent or stented graft 24 within the 
nassaaewav 10 may serve to hold the passageway 10 
masubstanLlyopenconflguratlontofacilltatenon-tur- 

bulent blood flowthrough the passageway 10. The stent 
or stented graft 24 may be fonned of any suitable ma- 
terial including, but not necessarily limited to, vanous 
typi o?pressure expandable or seWanding wire 
mesh or interwoven strands of polymeric material. In in- 
Tnces wLe a stented graft 24 is utlHzed. the Uibul^ 
graft covering on the stented graft24may be continuous 

or may be partial, such that only a portion of the stent is 

- [OoSf ■ It will be appreciated that when a Protrusive 
stented graft (e.g.. covered stent 26 or2B) is utilized, tt 
may be unnecessary to additionally position the optional 



embolization members 12 within the lumen of the Wood 
vessel into which the stented graft 26. 28 extend, as the 
Sar outer covering on the stented graft will sen/e to 
define a closed flow conduit through the lumen of that 
5 blood vessel and will substantially block the flow of en- 
dogenous blood through that portion of the blood vessel 
thereby obviating any need for separate embolization 

raoeorVigure 3d' shows modifications of the stent or 
10 stented graft 24a to include a flange 25 and/or perpen_ 
dicular projections 27 extending from one or both end 
2) of the stent or stented graft 24a to hold the stent or 
stented graft 24a in substantialV fixed longitudinal po- 
sition within the passageway 1 0. „rotr,. 
IS r0061l Figure 3e shows a hemiprotrusive or protm- 
Ue Stent or stented graft 26 which may be constru<^ed 
in the same mannerasthe no"-P'-o»'-"«'^®f 
ed graft 24 shown In Figure 3d. but which differs from 
that shown in Figure 3d In that It protrudes or extends 
20 beyond the ends of the passageway 10. '"to adjacent 
portions of the artery A and vein. When so deptoyed 
ftis stent or stented graft 26 will generally assume an 
-S- configuration, as shown in Figure 3e, to facHitate 
laminar, non-turbulent flow of blood in the desired direc- 
ts tion through the passageway 10. The dotted h^^^^*" 
Figure 3e illustrate a "hemiprotrusive" embodiment of 
the stent or stented graft 26 wherein one end thereof fe 
flush with one end of the passageway 1 0 . while the other 
end thereof extends into the anatomteal stmc ure (i.e 
30 vein) adjacent that end of the passageway 10. Such 
"hemiprotrusive- embodiment of the stent or stented 
graft 26 may be employed so as not to obstaict any 
available blood flow through the artery A. and wi I be 
particulariy applicable in patients in whom the obstmc- 
35 tion OB is not complete, and in whom some arteral 
blood flow continues to pass through the artety A. n oth- 
er patients wherein the obstruction OB is complete. It 
may be appropriate to use the full "protrusive embodi- 
ment of tTe stent or stented graft 26 wherein such stent 
40 or stented graft 26 extends out of both ends of the pas- 
sageway 10 into the adjacent anatomical struchjres (K 
e! vein and artery), as Indteated by the dotted lines on 

rdo62]^*Figure 3f shows another protmslve stent or 
45 stentedgraft28whichextendsfullythroughaflrstbiood 

flow passageway 1 0a and an optional second blood flow 
passageway 10b. and which additionally protrudes 
through adjacent portions of the artery A and vein V 
thereby fom,ing a continuous "U"-shaped condurt 
50 through which laminar, non-turbulent blood flow may 
pass through both passageways 1 0a. 1 0b. 
5)0631 It will be appreciated that one or more valves 
may also be foimed within any embodiment of the stent 
or stented graft 24. 26. 28 or within a tubular lining 20. 
55 or within a longitudinal constraining apparatus 22. or 
othenwise within the passageway 10. to facililHte the 
flow of blood in a desired direction(s) through the pas- 
sageway(s) 1 0 while deterring or preventing blood from 
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backflowing through the passageway(s) 10 in direction 
(s) opposite the desired direction(s). 



iv Transvascular Approaches f or Forming the 
Passaaewav(s) Between Two Biood Vessels 



[0064] Figures 4a-4e and the following detailed de- 
scription, are provided for the purpose of Illustrating 
some approaches which may be utilized for fomning ex- 
travascular passageways 10 between two blood ves- 
sels, to accomplish certain revascularization methods 
of the present invention. The showings of Figures 4a-4e 
and the following detailed description are not intended 
to exhaustively illustrate all possible approaches which 
may be utilized for fomning such passageways 10, but 
rather are provided as mere examples of presently per- 
ceived approaches for such procedures. Furthemiore. 
although the showings of Figures 4a-4e Illustrate appli- 
cations wherein an obstruction OB is present within one 
of the blood vessels, the general approach is illustrated 
in these figures may be applicable to various revascu- 
larization methods wherein the passageways 10 are 
formed for purposes other than bypassing obstructions, 
or wherein the obstructions OB are located remotely 
from the locations at which the passageway(s) 10 are 
fonned. Furthennore, it is to be appreciated that the ap- 
proach is illustrated in Figures 4a-4c need not neces- 
sarily be perfonned between two blood vessels or be- 
tween an artery and vein. Indeed, these approaches 
may be applicable between any blood vessel and any 
other hollow anatomical structure, and may be useable 
forvein to vein, artery to artery or vein to artery passage- 
way(s)10. 

[0065] Figure 4a shows one type of approach wherein 
a catheter 100 is advanced transiuminally into an artery 
A and a tissue-penetrating element 1 02 is passed from 
the catheter 1 00 to form a first passageway 1 0a through 
the wall of the artery A. through a tissue located between 
the artery A and vein V. and through the wall of the vein. 
Afterthe first blood flow passageway 1 0a has been cre- 
ated in this manner, a guide wire may be passed through 
the tissue-penetrating element 1 02 or through the cath- 
eter 100, and through the newly-created first passage- 
way 10a. Thereafter, the tissue penetrating element is 
deactivated (e.g., retracted into the catheter 100). and 
the catheter is advanced over the guide wire, through 
the first passageway 1 0a, and into the lumen of the vein, 
past the site of the obstruction OB in the adjacent artery 
A. Thereafter, with the distal portion of the catheter po- 
sitioned within the lumen of the vein, the tissue pene- 
trating element 102 is once again advanced out of the 
catheter 1 00 to f omn a second blood flow passageway 
102 which extends through the wall of the vein, any tis- 
sue located between the vein and artery A, and through 
the wall of the artery A. Thereafter, the tissue penetrat- 
ing element 102 may be once again retracted into the 
catheter 1 00 and the catheter may be retracted from the 
vasculature and out of the body. In this manner, the ap- 



proach shown in Figure 4a. acconnplishes formation of 
a first blood flow passageway 10a upstream of the ar- 
terial obstruction OB and a second blood flow passage- 
way 1 0b downstream of the arterial obstmction. 
5 [0066] Figure 4b shows an alternative approach 
wherein a catheter 1 00 is transiuminally advanced Into 
the lumen of a vein, and the distal end of the catheter Is 
positioned adjacent the location at which the first blood 
flow passageway 10a is to be created. Thereafter, the 
10 tissue penetrating element 1 02 is passed out of the cath- 
eter 100 to fomn the first blood flow passageway 10a 
through the wall of vein V, any tissue between the vein 
V and artery A, and through the wall of the artery A. 
Thereafter, the tissue penetrating element 102 is deac- 
15 tivated (e.g., retracted into the catheter 100). and the 
catheter is advanced further through the vein V until the 
distal end of the catheter is located adjacent the location 
at which the second blood flow passageway 10b is to 
be created. Thereafter the tissue penetrating element 
20 102 Is once again passed out of the catheter 1 00, to form 
the desired second passageway 1 0b through the wall of 
the vein V, and tissue between the vein V and artery A, 
and through the wall of the artery A. Thereafter the tis- 
sue penetrating element 102 is once again deactivated 
25 (e.g., retracted into the catheter 1 00) and the catheter 
100 may be extracted from the venous vasculature and 
removed. In this manner, the approach depicted in Fig- 
ure 4b accomplishes the fonnation of a first blood flow 
passageway 10a downstream of the arterial obstruction 
30 OB and a second blood flow passageway 1 0b upstream 
of the arterial obstruction OB, by cannulation and trans- 
luminal catheterization of the vein V only. 
[0067] Figure 4c shows another alternative approach 
wherein a catheter 100 is transiuminally advanced into 
35 an artery A, and the distal end of the catheter 10O is 
positioned adjacent the site at which the first blood flow 
passageway 1 0a is to be f omrted. Thereafter, the tissue- 
penetrating element 102 is passed out of the catheter 
1 00 to form the first blood flow passageway 1 0a through 
40 the wall of the artery, any tissue between the artery A 
and vein V, and through the wall of the vein V. Thereafter, 
the tissue penetrating element 102 is deactwated (e.g., 
retracted Into the catheter 1 00) and the catheter is fur- 
ther advanced through the lumen of the artery A and is 
45 passed through the obstruction OB until the distal end 
of the catheter 1 00 Is located adjacent the site at which 
the second blood flow passageway 1 0b is to be formed. 
Such advancement of the catheter 1 0O through the ob- 
struction OB will typically require that a guide wire be 
50 initially advanced through the obstruction OB to facilitate 
subsequent advancement of the catheter 100 through 
the obstruction OB. Such initial passage of a guide wire 
through the obstruction OB may be accomplished in 
cases where the obstruction OB is partial, or where the 
55 obstructive material is soft enough to permit a guide wire 
to penetrate therethrough. However, in cases where the 
obstruction OB is complete orfomned of calcified plaque 
or other hard matter, the approach shown in Figure 4c 
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may be less than viable and the operator will typK^ally 
opt for one of the approaches shown in ^^f^^^^^ 
4b in such cases. However, in cases where the catheter 
100 has been successfully advanced through the ob- 
struction OB as shown In Figure 4c. the tissue penetrat- 
l e emenri 02 will then be once again advanced out 
Of the cXter 1 00 to create the second blood flow pas- 
sageway 1 0b through the wall of the artery 1 0a. any js- 
sufSeen the artery A and vein V. and through the 
wall of the vein V. Thereafter, the tissue-penetrating el- 
ement 102 will be deactivated (e.g.. retrac^^^ m^^ J« 
Lheter100)andthecatheterwillbeextractedfromthe 

Serial vasculature and removed from the body. Ir, th.s 
manner the approach shown in Figure 4c accomphshes 
roraSnofafirstbloodflowpassagewaylOaan^^^^^^^^ 
ond blood flow passageway 10b in accordance wrth the 

' Figure 4d shows another alternative approach 
wherein a catheter 1 00 is provided with a positive pre^ 
Ture pumping 104 for pumping positive Pressure ^6 
te.g., saline solution) through the catheter and out of a 
Dlur^ity of positive pressure outlet apertures 106 
rjned in the body of the catheter 100 near the d.s^l 
end thereof. A proximal sealing rnember l 08 (e.g abai- 

loon which completely blocks the blood vessel lumen) 
isfom^ed on the catheter. Proximal to the posmve pr^^^ 
sure outlet apertures 106. A separate distal leafing (a 
g.. a balloon) 110 is placed within the lumen of the vem 
V slightly upstream of the site where the second blood 
flow passageway 1 0b is to be created. The ca^eter 1 00 
s aLnced through the lumen of the ve.n V un^lthe 
distal end of the catheter Is positioned adJ««nt *e si to 
of at which the second blood flow passageway 1 0b is to 
be created. Thereafter, the proximal sealing membe 
?08 is deployed (e.g. . inflated) so as to comp le dy seal 
the vein V proximal to the posftive pressure ouUet aper- 
*res 106 of the catheter 100. Thereafter positive Pr^ 
sure fluid (e.g.. saline solution) is passed through a lu- 
me^ of hecatheterandoutof thepositivepressure^^^^ 
tefapertures 106. to cause the pressure P, within the 
viin V to becomeelevated and. Preferably, substanta^y 
equal to the mean pressure wrthin the artery A. Such 
Dressurlzatlon of the lumen of the vein V provides a vi- 
Se mShod of Identifying the presence of any venous 
side branches SB which may require ligation, closure o 
embolization so as to prevent any sign^lcant steal of 
blood from the newly-created venous bypass «>ndu t^ 
Additionally, such pressurization of a '"^n^" °^ ^^^^"^ 
V may be maintained while the tissue-penetrating ele- 
ment 102 is advanced out of the catheter 100, through 
^riall of the vein V and through the wall of he artery 
TJioL the passageway 10 of the present invention^ 
such eTuallzaton of the pressure P, within the ve.n V 
to the pressure Pg wtthin the artery also serves to pre- 
vent any rapid gush or flow of blood from the lumen of 
^he artery A Into' the lumen of the vein V when the pas- 
sBoewav 10 is created. 

[0069] Figure 4e shows another alternative approach 



Wherein a flrst catheter 100 Is advanced « 
A. and a second catheter 1 00 is advanced '^o the v«.n 
V lnsomeinstances.thefirstandsecondcathetere 100 

will be advanced In generally opposrte direct-ons^^ as 
. Sown in Figure 4e. Thereafter, tissue-j^^^^^^^^ 
elements 102 of the respective catheters 100 are uti 
S to fom. first and second blood flow Pf sageways 
Oa. 10b between the artery A and vein V ^ shown^ 
Thereafter, the tissue-penetrating ete'"e"^^02 w II be 
to deactivated (e.g, retracted into '^^'^^ jJJJ^JJ^ 
the cathetere 1 00 will be extracted from the vasculature 
and removed from the body. In this manner, the ap- 
"oarshown in Figure 4e accomplishes the f ortnat^^^^^^ 
Sf first andsecondbloodflowpassagewayslOaandlOb 

15 between the desired blood vessels, in accordance wrth 
the present invention. 



^ o»H Apparatus for Controlling. Aiming 

,0 S^ TT^^Ui^^ -' "'^ bxtravasculaL 

Passapeway(8). 

100701 Figures 5a-5l show examples of apparatus 
Emay be utilized for orienting, aiming, controlling 
25 anX guiding the tissue-penetrating element 102 as It 
Ts ranced f rom the catheter 1 00 of the present inven- 
tion.to create desired extravascular passageway 10 In 
aeneral these orienting, aiming, controlling and guiding 
SpaSuiarelntendedtopositionthecatheterlOOsuch 

so SS,whenthetlssue-penetratingelement102.sp^ed 
out of the catheter 100 It will come into oo"tect wW. and 
penetrate the wall of the blood vessel within whKj the 
cattieter 100 Is positioned, it is to be appreciated that 
Sfdtilngs set'forth In Figures 6a-5l and the following 
35 Salted description are provided as mere examples of 
2,e types of orienting, aiming, controHing and/or guiding 
apparatus which may be utilized in the Present -nven- 
Zl and are not intended to exhaustively show or de- 
scriU all possible apparatus which may be used fo 
40 these purposes. Furthemiore. it ^ to be understood ttiat 
anv or all of the apparatus shown in Figures 5a-5l and 
Sbed herebeiow may be combined with any other 
element of the invention described herein to fom, a sys- 
tem" whereby the passageway-fomning catheters 100 of 
45 thepresentinventlonmaybeorlented.aimed.controlled 

roOTIl^lgure 5a shows one approach wherein an ac- 
tive irnaging device 50 is positioned within the same 
btooTvessei as the catheter 100 of the present inven- 
50 tion. This active imaging device 50 may compnse any 
suitable type of catheter borne Imaging device, includ- 
ing but not limited, to an intravascular ultrasound appa- 
ratus (IVUS catheter), a Doppler apparatus, an angi- 
oscope. etc. In many instances, the active Imaging de- 
35 vtee 50 will have a sensor (e.g.. ultrasound transducer 
sonic transducer, form image-receiving lens, etc.) 
fored at a specific location thereon, it will typical^ be 
desirable for such sensor 52 to be located immediately 
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adjacent the location at which the tissue-penetrating el- 
ement 102 Is to enter the blood vessel wall in order to 
provide the desired observation, aiming and guidance 
of the tissue-penetrating element 102. It will be appre- 
ciated, that the active imaging device 50 may be mount- 
ed upon ortomied internally o1 the passageway-forming 
catheter 1 00, may be carried within a monorail or side- 
car f omied an the catheter 1 00 (see Figs. 9-1 0), or may 
be located within a wholly separate and discreet cathe- 
ter body as is shown in Figure 5a. Embodiments of the 
a passageway-forming catheter device 1 00 which incor- 
porate means for mounting of at least a distal portion of 
the active imaging device 50 within the passageway- 
creating catheter 100 are specifically shown in Figures 
9-10, and are fully described herebelow with reference 
to such figures. 

[0072] One alternative approach for observing, aim- 
ing and guiding the tissue-penetrating element 102 Is 
shown in Figure 5b, wherein the active imaging device 
50 IS positioned within the blood vessel into which the 
tissue-penetrating element 102 of the passageway-cre- 
ating catheter 1 00 will pass. As shown in Figure 5b. the 
sensor 52 of the imaging device 50 may be located inrv 
mediately adjacent the site at which the passageway 1 0 
i8 to be formed, such that the sensor 52 may aim and 
guide the tissue-penetrating element 102 as it extends 
from catheter 100. toward the sensor 52 of the active 
imaging device 50, 

[00731 Figure 5c shows another altemative approach 
which incorporates the use of a secondary imaging ap- 
paratus 54 (e.g.. a passh^e or co-active apparatus) in 
addition to the primary active imaging device 50. This 
secondary imaging apparatus may be fomned on the 
passageway-creating catheter 100, or on the tissue- 
penetrating element 102 itself, and is capable of com- 
municating with or being sensed by the preliminary Im- 
aging apparatus 50. The primary imaging device 50, 
having a sensor 52 located thereon is positioned m the 
blood vessel adjacent that in which the passageway- 
creating catheter 100 is located. The active imaging de- 
vice 50 will sense or communicate with the secondary 
imaging apparatus 54 so as to provide direct means for 
observing, aiming and guiding the tissue-penetrating el- 
ement 102, In this embodiment, the secondary imaging 
apparatus 54 may comprise any suitable type of sub- 
stance or apparatus which is Interrogable, imageable, 
or othenwise discemable by the active imaging device 
50. For example, the sensor 52 of the active imaging 
device 50 may comprise a radio frequency transmitter 
and the secondary imaging apparatus 54 on the pas- 
sageway-creating catheter 100 may comprise a radio 
frequency transponder which may be interrogated by, 
and will emit a responsive signal to, a radio signal emit- 
ted by the radio frequency transmitter of the active im- 
aging device 50. Alternatively, in embodiments where 
the active imaging device 50 is a fluoroscope. intravas- 
cular ultrasound (IVUS) device or Doppler. the second- 
ary imaging apparatus 54 on the passageway-fonming 



catheter 100 may comprise a radio opaque marker, re- 
flective surface or sounding aperture from which radia- 
tion, sonic or ultrasonic energy may be reflected back 
to the active imaging device 50. Examples of the types 
5 of sounding apertures or surfaces which may be fomned 
on the body of the catheter 100 or tissue-penetrating 
element 102 to enhance visualization thereof by an ac- 
tive imaging device 50 are described in United States 
Patent No. 4,977.897 (Hunwitz). 
10 [0074] Figure 5d shows a system wherein magnets 
57a, 57b are mounted within modified passageway- 
fom^ing catheters 101a, and are used in conjunction 
with a tissue-penetrating guide wire 1 03 having a sharp- 
ened distal tip 107, to form a passageway 10 between 
15 two blood vessels BV^ , BV2 as shown, each of the cath- 
eters 101a, 101b has a magnet 57a. 57b mounted in 
one side thereof. Each magnet, and adjacent Inserts 
formed within the catheter body has a hollow lumen 1 09 
extending therethrough. In this manner, the lumenal 
20 openings in the magnets 57a. 57b may be positioned in 
direct alignment with one another, utilizing the attractive 
force of the magnets 57a, 57b to accomplish such 
aligned positioning. Thereafter, the tissue-penetrating 
guide wire 1 03 having the sharpened distal tip 107 may 
25 be advanced through the guide wire lumen 1 09a of the 
first catheter 1 01 a and out of the lumenal opening in the 
magnet 57a of that catheter 101a. through the wall of 
the first blood vessel BVi, through any tissue located 
between the first blood vessel BV^. and the second 
30 blood vessel BVg. through the wall of the second blood 
vessel BV2 and into the lumenal opening of the magnet 
57b of the other passageway-forming catheter 1 01b. In 
this manner, the tissue-penetrating guide wire 103 will 
have formed a passageway 10 between the first blood 
35 vessel BVi and a second blood vessel BV2. It will be 
appreciated that the distal tip 107 of the tissue-penetrat- 
ing guide wire 1 03 may comprise a sharp distal tip which 
is retractable into the guide wire such that the guide wire 
GW may remain within the blood vessels after the cath- 
40 eters 1 01 a, 1 01 b have been removed. Altematively, the 
tissue-penetrating guide wire 103 may be a laser wire, 
hot wire or any other type of tissue-penetrating member 
suitable to fomn the desired passageway 10. 
[0075] Figure Se-Se"' show methods and apparatus 
45 whereby passive radiographically visible markers 
formed upon a passageway-fomnlng catheter 1 00 of the 
present invention, may be utilized to effect precise rota- 
tional positioning of the catheter 100 prior to fomiation 
of each extravascular passageway 1 0. Figure 5e shows, 
50 in schematic fashion, a passageway-creating catheter 
100 positioned within a first blood vessel BV^ with the 
intention of fomning a passageway 10 in accordance 
with the present invention from the first blood vessel BV^ 
into an adjacent target T (e.g.. a body cavity, mass of 
55 tissue or another blood vessel). A radiographic imaging 
apparatus 118 such as a fluoroscope or x-ray device is 
utilized to provide a radiographic image of the first blood 
vessel BVi and second blood vessel BVg on a screen 
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1 20 (e g an x-ray cassette or fluoroscopy screen). 
10076] Figure 5e" shows a catheter 1 00 having radio- 
graphically visible (e.g.. radio-opaque or radiolucent) 
markers 122a. 122b fomied at longitudinally spaced 
apart locations on opposite sides of the catheter lOO^ 
These radlographically visible markers 122a and 122b 
are preferably at equivalent elevational positions rela- 
tive to the height H of the catheter 100, but are spaced 
apart longitudinally, as shown. Thus, precise rotational 
positioning of the catheter 100 may be achieved by 
causing these radiographteally visible markers 122a 
122b to become directly aligned on the screen 120 at 
equivalent elevational positions, as shown in the lower 
side box of Figure 5e'. 

r00771 Figure Se" shows another type of passive 
marking system which may be utilized to achieve pr^ 
else rotational positioning of the catheter 100. With ref- 
erence to Figure 5e", the passageway-forming catheter 
100 has a circular radlographically visible marking 124 
on one side and a disk or dot shaped radlographically 
marking 1 26 on the other side, directly opposite the cir- 
cular marking 124. Inthis manner, precise rotational po- 
sitioning of the catheter 1 00 may be achieved by caus- 
ing the disk or dot shaped marking 1 26 to become po- 
sitioned within the circular marking 124, as viewed on 
the screen 120. This Is illustrated in the lower side box 

rOOWr^ Yet" another type of radlographically visible 
marking which may be utilized to attain precise rotafion- 
al positioning of the catheter 1 00 is shown in Figure 5e . 
With reference to Figure Se'". there is provided a cath- 
eter 100 having two (2) radiolucent apertures 128a. 
128b of substantially equivalent size.fomned directly op- 
posite one another, on opposite sides of the catheter 
1 00 In this manner, precise rotational positioning of the 
catheter 100 may be achieved by rotating the catheter 
100 until the first andsecond radiolucent apertures 12Ba 
and 128b become directly aligned with one another such 
that they appear as a single opening when viewed upon 
the screen 120, as Illustrated in the side box of Figure 
5e"' 

[00791 Figure 5f-5f show the manner in which an ul- 
trasonically visible marking 130 formed upon the pas- 
sageway-forming catheter 100 may be utilized in con- 
junction with an extracorporeally positioned ultrasound 
imaging transducer 132 to effect precise rotational otf 
entation of the catheter 1 00. As shown, the uitrasonical- 
ly visible marker 130 is formed at a specif to location on 
the catheter 1 00, such specific location having a known 
relationship to the site and direction in which the tissue- 
penetratlng element 1 02 will passf rem the catheter 1 oa 
The extracorporeal ultrasound imaging transducer 132 
is positioned on the body so as to image both the blood 
vessel BV, wherein the passageway-fomiing catheter 
100 is positioned and the target (e.g.. second blood vm- 
sel, tissue mass, or other target location) into which the 
tissue-penetrating element 1 02 of the catheter 1 00 is to 
be passed. Thereafter, the catheter 1 00 is rotated until 



the ultrasonicai V visible marking 1 30 is clearly and com- 
pletely imaged by the transducer 132. Such positioning 
of the ultrasonlcally visible marker 1 30 serves to estab- 
lish that the catheter has been placed in its proper rota- 
5 tionai orientation to cause the tissue-penetrating ele- 
ment to pass Into the target T. , u- u 
100801 Figures 5g-5g" illustrate the manner In which 
passive markers on the passageway-fomning catheter 
100 are utilized in conjunction with a magnetic reso- 
10 nance imaging (MRI) system, to effect P-^j^^ 'J^""^ 
dinal and rotational positioning of the catheter 100 as 
well as for determination of the distance between the 
blood vessel in which the catheter 100 is located and 
the target T. so as to provide a means for detemnining 
15 the distance which must be traveled by the tissueiien- 
etratmg element 102 in order to fonm the desired pas- 
sageway between the blood vessel BV^ and targetT In 
this embodiment, the body of the catheter 1 00 is f orrned 
of material which is visible by MRI. Additionally, a dis- 
20 Crete MH\ marker 1 34 is fonned on the body of the cath- 
eter at a specific location. The marker may compnse an 
Induction coli 1 34a or a small mass of matter 1 34b which 
differs from the material of which the catheter body 1 00 
is formed so as to be specifically visible on MRI. 
25 [00811 WlthspecificreferencetoFigureBg'.thoinduc- 
tion coil 134a is positioned on or within the wall of the 
catheter 1 00 at a specific location, and is connected by 
wires 135 which extend through the catheter to an ex- 
terior location where they may be connected to a surta- 
30 ble current source, oscilloscope and/or other monitonng 
system whereby current, phase and amplitude of the 
etectromagnetic field within the coil 134a may be mon- 
itored. In this manner, movement of the catheter 100 
within the MRI scanner 135 will cause the location of the 
35 coil 134a to be altered within the variable but known 
magnetic field created by the MRI system. In this man- 
ner each movement of the catheterlOO within the MI^I 
field will result in a change in cun-ent, phase and ampli- 
tude The current phase and amplitude information re- 
40 ceived from the coll 1 34a may then be utilized to deter- 
mine the precise location of the coil 134a relative to the 
targetT Moreover. If the coil 134a becomes located out 
of the specific plane whteh is being imaged by the MRI 
scanner 135. such will indicate the catheter 100 has 
45 been longitudinally moved out of the desired plane. In 
this manner, the coll 134a may be utilized for precise 
longitudinal, and rotational orientation of the catheter 
100 Moreover, the Infomation received from the coil 
134a may be utilized to detemnine the exact distance 
so between the coil 1 34a andthetargetT thereby providing 
information which will enable the operator to control the 
tissue-penetrating element 102 in a manner consistent 
with the length of the passageway 1 0 to be fomied. 
[00821 With specific reference to Rgure 5g", an alter- 
55 native MRI mari<er 1 34b comprises a discrete mass of 
material which differs trom the material of the catheter 
body 1 00. and which is visible on MRI. In this manner, 
the MRI-vislble marker 134b may be precisely viewed 
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on the MRI image, and may be utilized to visually adjust 
.the longitudinal or rotational orientation and positioning 
of the catheter 1 00 relative to the target T. Moreover, the 
viewed distance between the marker 134b and the tar- 
get T may be utilized to enable the operator to control 
the passage of the tissue-penetrating element 102 to 
create a passageway 1 0 of the desired length between 
the blood vessel BV^ within which the catheter 100 is 
located and the target T. 

[0083] Examples of specific types of "active" imaging 
apparatus which may be associated with , mounted upon 
or incorporated into the passageway-forming catheter 
1 00 to facilitate precise rotational orientation of the cath- 
eter 100 within a blood vessel are shown in Figures 5h- 
51 

[0084] With reference to Figure 5h. one type of active 
imaging apparatus which may be associated with, 
mounted upon or incorporated into the passageway- 
forming catheter 100 is a Doppler apparatus 136, such 
as that which is incorporated in a commercially available 
devices known as the Smart Needle, Cardiovascular 
Dynamics, Inc.. Sunnyvale, California. 
[0085] With reference to Figure 5h, the Doppler appa- 
ratus 136 is mounted upon or within the catheter 100 
and is aimed or directed in a lateral direction (e.g.. per- 
pendicular to the longitudinal axis of the catheter 100). 
The Doppler apparatus 1 36 is useable to locate and dis- 
cern a flow of fluid or other matter within the target T. 
Thus, the embodiment shown in Figure 5h is usable 
when target T comprises a blood vessel or other ana- 
tomical structure wherein fluid or other matter is flowing. 
The amplitude of the signal provided by the Doppler ap- 
paratus 136 and other information discernable there- 
from enables the operator to a) longitudinally position 
the catheter such that the Doppler apparatus 1 36 is im- 
aging the desired flow characteristics with in the target 
T (e.g, dov^mstream of an obstruction and an artery), b) 
rotationally orient the catheter such that the amplitude 
of the Doppler signal is peaked so as to indicate that the 
Doppler apparatus 136 is precisely aimed at the center 
of flow within the target T (e.g., the center of the lumen 
in a blood vessel) and c) detemnine the distance be- 
tween the Doppler apparatus 1 36 and the center of flow 
within the target T. Such determination of the distance 
between the Doppler apparatus 136 and the center of 
flow (e.g., lumen center) within the target T will enable 
the operator to control the tissue-penetrating element 
102 such that the tissue-penetrating element 102 will 
pass or extend only the desired distance from the cath- 
eter 100, thereby fomning a passageway 10 into the 
center of flow (e.g., lumen) of the target but not traveling 
too far as could puncture or perforate the contralateral 
side of the target T. 

[0086] After the catheter 1 00 has been positioned in 
the first blood vessel BV^, the Doppler apparatus 136 
will be activated and the catheter 1 00 will be moved lon- 
gitudinally and/or rotated until the Doppler signal is in- 
dicative of the desired flow within the imaged portion of 



the target T and such that the amplitude of the Doppler 
signal has peaked, thereby indicating that the Doppler 
apparatus 136 has been directly aligned with the target 
T. Thereafter, the frequency output of the Doppler appa- 
5 ratus 136 may be varied and the frequency which pro- 
duces the peak amplitude response will indicate the dis- 
tance from the Doppler apparatus 136 to the target T In 
this embodiment, the target T must be a blood vessel or 
other anatomical structure wherein flow of matter is 
10 present, so as to be discerned by sonic (e.g., Doppler) 
means. 

[0087] Figure Si shows an embodiment wherein an in- 
travascular ultrasound imaging apparatus 138 is posi- 
tioned on the passageway fomning catheter 100 at a 
15 specific location on one side of the catheter 1 00. Such 
specific location of the ultrasound imaging apparatus 
1 00 is preferably a known linear distance and known ro- 
tational distance away from the location at which the tis- 
sue-penetrating element 102 will pass out of the cathe- 
20 ter 100. After the catheter 1 00 has been positioned with- 
in a first blood vessel BV^, the catheter 100 may be ro- 
tated until the target T (e.g., blood vessel, pulsating tis- 
sue, or other target locations visible by ultrasound im- 
aging) is in direct alignment, and is directly imaged by, 
25 the ultrasound apparatus 138, thereby indicating that 
the catheter 100 has been longitudinally and rotationally 
oriented to cause the tissue-penetrating element 1 02 to 
pass through the wall of the first blood vessel BV^ and 
into the target T, as intended. 
30 [0088] Figure 5j illustrates the manner in which a first 
transmitter/receiver wire 140a and a second transmitter 
wire 140b may be utilized to accomplish precise rota- 
tional orientation of the passageway-forming catheter 
1 00. As shown, the firsttransmitter or receiver wire 1 40a 
35 is positioned on or within the wall of the passageway- 
forming catheter 100 at a specific location, on one side 
of the catheter 100. The location of this first transmitter 
or receiver wire 140a is preferably immediately adjacent 
the location at which the tissue-penetrating element 1 02 
40 will exit the catheter 1 00. A second transmitter or receiv- 
er wire 140b is positioned within the target T (e.g., sec- 
ond blood vessel, target tissue or other location into 
which the tissue-penetrating element of the passage- 
way-fonning catheter 100 is to be passed). After the 
45 catheter 1 00 has been advanced Into the first blood ves- 
sel BV.,, the catheter will be rotated while a signal is 
emitted from one transmitter or receiver wire 140a, 140b 
such that such signal may be received by the other 
transmitter or receiver wire 1 40a, 140b. In this manner. 
50 the catheter may continue to be rotated until the ampli- 
tude of the signal received by the receiving transmitter/ 
receiver wire 140a. 140b is peaked, thereby indicating 
that the first transmitter/receiver wire 140a and second 
transmitter receiver wire 140b are at their closest point, 
55 thereby indicating that the catheter 1 00 has been posi- 
tioned in its desired rotational orientation within the first 
blood vessel BV^ . Additionally, one or both of the receiv- 
er wires 140a. 140b may be positioned in the respective 
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blood vessel BV^ and/or target area T to effect the de- 
sired longitudinal positioning of the catheter 100 within 
the blood vessel BVi, when the monitored signal be- 
tween the wires 140a. 140b so indicates. 
r00891 Figure 5k shows alternative arrangement 
wherein induction coll 142 is fomied upon or within the 
wall of the passageway-fomiing catheter 100 at a spe- 
cific location which corresponds to the site from which 
the tissue-penetrating element 1 02 will exit the catheter 
1 00 A transmitter wire 1 44 is positioned within the target 
T (e g second blood vessel, target tissue or other lo- 
cation into which the tissue-penetrating elennent 1 02 of 
the catheter 1 00 is intended to pass) the transmitter wire 
144 is energized so as to emit an electromagnetic signal 
and the Induction coil 1 42 is also energized. Thereafter, 
the catheter 1 00 is rotated until the phase and amplitude 
of the signal within the Induction coll 142 Indicates that 
the induction coll 142 Is at Its closest point to the trans- 
mitter wire 1 00, thereby confirming that the catheter 1 00 
has been placed in Ws appropriate rotational orientation 
to cause the tissue-penetrating element 102 to pass 
from the catheter 1 00, through the wall of the first BVi. 
and Into the target T. 

[00901 Figure 51 illustrates the manner in which first 
and second magnets 146a-146b may be utilized to ef- 
fect precise rotational orientation of the passageway- 
forming catheter 100. The first magnet 146a is posi- 
tioned on or within the wall of the passageway-fomning 
catheter 1 00 at a specific location which corresponds to 
the site from which the tissue-penetrating element 1 02 
will exit the catheter 100. The second magnet 146b is 
positioned on a second catheter 148 which is Inserted 
into the targetT(e.g..secondblood vessel, target tissue 

or other location into which the tissue-penetrating ele- 
ment 102 Is to be passed). The passageway-fomning 
catheter 1 00 is then rotated, or is allowed to auto rotate) 
until the first magnet 1 46a and second magnet 1 46b are 
in alignment with and as close as possible to one anoth- 
er thereby indicating that the passageway-fomning 
catheter 1 00 has been placed in Its con-ect rotational ori- 
entation to cause the tissue-penetrating element 1 02 to 
pass through the wail of the first blood vessel BV, and 
Into the target T. 



t pTftt e^i..^i.« Por FaellltatInq Passage of the 
Ti;«»^Penetre^«"" Element Oi t of the Catheter 
Body 



a naviees of the Pres ent Invention 

100911 Figures 6 through 12 show devices of the 
present Invention which are useable to form extravas- 
cular passageways 10 in accordance with the present 
inventlon,ortootherwisen^odifyoj-equlpsuch passage- 
ways 1 0. It is to be appreciated that the showings of Fig- 
ures 6-12 and the detailed descriptions set forth here- 
beiow are intended to describe and illustrate certain ex- 
amples and presently preferred embodiments of the d^ 
vices only, and are not intended to exhaustively list and 
describe all possible devices or embodiments in which 
the present invention may tai<e physical form. 



5 r0O921 Figures 6a-6l show examples of an-angements 
and apparatus whereby a tissue-penetrating element 
102 useable to initially form an extravascular passage- 
way 1 0 of the of the present invention, may be passed 
out of a passageway-fomiing catheter 100 positioned 
10 within the lumen of a blood vessel such that the tissue- 
penetrating element 1 02 will pass through the wall of the 
blood vessel in which the catheter 100 is positioned, so 
as to create the desired extravascular passageway 10. 
[00931 The detailed description of Figures 6a-6i set 
15 forth herebelow makes reference to various types of tis- 
sueHjenetrating elements 102. The temn tissue-pene- 
trating element" as used herein Is intended to encom- 
pass all possible types of elongate members which may 
be utilized to penetrate tissue, devices or apparatus 
20 which maybe utilized to penetrate tissue, or flows of en- 
erav (e.g., heat, laser beam, etc.) which may be used to 
penetrate tissue. Thus, when It is stated thatthe tissue- 
penetrating element 1 02 is "passed" out of the catheter 
1 00 such statement shall not necessarily imply the pas- 
25 sage of a solid elementfrom the catheter body, but may 
also Include the operation of a tissue-penetrating appa- 
ratus or the passage of a flow of energy (e.g., heat, la- 
ser) from the catheter body in a manner and direction 
which will createthe desired extravascular passageway 
30 10 Furthermore, it shall be appreciated that the show- 
ings of Figures 6a-6i and the description provided in 
conjunction with such figures is not intended to descnbe 
or illustrate all possible an-angements or apparatus by 
which the tissue-penetrating elements 102 may be 
35 passed out of the passageway-fomiing catheters 1 00 of 
thepresentinvention.Additionally,thefoilowlngdetalled 

description makes reference to some tissue-penetrating 
elements102 which comprlsea-pre-bent resilient mem- 
ber" The temi "pre-bent resilient member" shall mean 
40 a member which when unconstrained will assume a 
curved or cun/ellnear configuration but which is suffi- 
ciently flexible to be withdrawn into and constrained by 
a lumen of the catheter device 1 00 without causing plas- 
tic defomiation of the member. Examples of matenals 
45 whichmaybeutllizedtofonnthepre-bentresilientmem- 
bers useable to fomi some of the tissue-penetrating el- 
ements 102 of the present invention include matenals 
which are resilient, elastic or superelastte at body tem- 
perature and within the range of other temperatures un- 
50 der which the device will be utilized. Examples of these 
materials include some stainless steels, some plastics, 
and certain superelastlc metal alloys and polymers such 
as nickel titanium alloys. 

[0094] Figure 6a shows an embodiment of the pas- 
55 sageway-forming catheter 100a wherein a lumen 112a 
extends longitudinally through the catheter 100a and 
terminates distally In a distal end aperture 114. The tis- 
sue-penetrating element 102 comprises a pre-bent, re- 
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silient member, as defined hereabove. When retracted 
within the lumen 112.this embodiment of the tissue-pen- 
etrating element 102 assumes a substantially straight, 
non-bent or minimally bent configuration in confomn- 
ance to the sun-ounding wall of the catheter 1 00a. How- 
ever, when the tissue-penetrating element 102 is ad- 
vanced out of the outlet aperture 114a in the distal end 
of the catheter 1 00a, the tissue-penetrating element 1 02 
will assume its pre-bent configuration such that the dis- 
tal end of the tissue-penetrating element 102 will pene- 
trate through the wall of the blood vessel wherein the 
catheter 100a is positioned. It Is to be appreciated with 
respect to this embodiment, and all other embodiments 
of the invention herein described, that the tissue-pene- 
trating element 102 may be configured to fomn any de- 
sired shape and size of passageway 10. Thus, in em- 
bodiments wherein the tissue-penetrating element 102 
comprises a pre-bent resilient member, the pre-bent 
configuration of the tissue-penetrating element may be 
continuous curvelinear, partially straight and partially 
curvelinear. multicurvate, or any other pre-bent config- 
uration which is suitable to form the initial extravascular 
passageway 10 of the desired size and shape. Further- 
more, as described in more detail herebelow, various 
passageway modifying devices may be utilized to de- 
bulk, enlarge, dilate or otherwise modify the size and/or 
shape of the passageway such that the resultant final 
shape of the passageway 10 may differ substantially 
from that which is Initially created by the first penetration 
of the tissue-penetrating element 1 02. 
[0095] Figure 6b shows a passageway-fonning cath- 
eter device 100b having a lumen 112 extending longitu- 
dinally therethrough and terminating distally in a side 
wall outlet aperture 114b. A deflector surface 115 is 
formed within the lumen 112b, between the side wall ap- 
erture 1 14b, and the contralateral surface of the lumen 
.112b. A tissue-penetrating element 1 02 fomned of plia- 
ble material is of a substantially straight configuration 
when retracted within the lumen 112b. However, when 
advanced in the distal direction, the distal end of this 
tissue-penetrating element 102 will be deflected by the 
deflector surface 1 1 5, and will exit the body of the cath- 
eter 100b through side wall aperture 114b. In this man- 
ner, the tissue-penetrating element may be caused to 
exit the body of the catheter 100b in a lateral direction 
relative to the longitudinal axis LA of the catheter 1 00b. 
[0096] Figure 6c shows a catheter device 1 00c having 
a lumen 11 2c extending longitudinally therethrough and 
temiinating distally in a side wall outlet aperture 114c, 
The tissue-penetrating element 1 02 may be a pre-bent 
resilient member and is of a substantially straight con- 
figuration when fully retracted into the lumen 11 2c of the 
catheter 100c. However, when this tissue-penetrating 
element 1 02 is advanced in the distal direction, the distal 
end of such pre-bent resilient member 102 will self -lo- 
cate and pass out of the outlet aperture 1 1 4c due to its 
inherent tendency to seek its pre-bent configuration, 
without any need for abutment against or deflection from 



any surface of the wall of the lumen 112c. 
[0097] Figures 6d and 6tf show a catheter device 
lOOd which has a lumen 11 2d extending longitudinally 
therethrough and tenninating in a distal end outlet ap- 
5 erture 11 4d. An anvil member 1 80 is mounted a spaced 
distance forward of the distal end of the catheter lOOd. 
and is attached to the catheter by way of integrally 
formed struts 1 82. The anvil member 1 80 has blunt dis- 
tal surface 184, and a deflector surface 186 fomned on 
10 the proximal side thereof, in direct alignment with the 
distal end outlet aperture 114d of the lumen 11 2d of the 
catheter lOOd. The tissue-penetrating element 102 in 
this embodiment may comprise either a pliable member 
or resilient, pre-bent member which assumes a substan- 
15 tially straight or minimally bent configuration which con- 
forms to and is retractable into the lumen 114d of the 
catheter, as shown. However, when the puncturing ele- 
ment 1 02 Is advanced out of the distal end opening 1 1 4d 
of the catheter, the distal tip of the tissue-penetrating 
20 element 1 02 will abut against the deflector surface 1 86 
of the anvil member 1 80, and will be thereby deflected, 
guided or caused to bend or curve in the lateral direction, 
such that the tissue-penetrating element will pass 
through the wall of the blood vessel BV, as shown. 
25 [0098] Preferably, the deflector su rface 1 86 of the an- 
vil member 1 80 is not continuous with the inner surface 
of the lumen 11 2d of the catheter lOOd. 
[0099] Figure 6e shows another embodiment of the 
catheter device 1 0Oe wherein the catheter device 1 0Oe 
30 comprises a retractable outer catheter sheath 1 90, and 
an elongate inner member 1 92 having a pre-bent, resil- 
ient tube 1 94 formed within or mounted within the distal 
portion thereof. The elongate inner member 1 92 has a 
blunt distal tip 196 and an elongate side opening 198 
35 formed therein, such that when the outer catheter 
sheath 1 90 is retracted in the proximal direction, the pre- 
bent resilient tubular member 1 94 will spring outwardly 
to its pre-bent, laterally-curved configuration, as shown. 
The tissue-penetrating element 102 of this embodiment 
40 may be a pliable member or a pre-bent resilient member 
which will assume a pre-bent configuration when ad- 
vanced out of the distal end opening 1 1 4e fomned in the 
distal end of the inner tube member 1 94. In this manner, 
the pre-bent tube member 194 may fomn a first angle, 
45 Ai when the catheter sheath 1 90 is retracted in the prox- 
imal direction, and the pre-bent. resilient tissue pene- 
trating element 102 may form an additional second an- 
gle Ag when it is advanced out of the distal end opening 
114e of the pre-bent tube member 194, such that the 
so first angle A^ and second angle A2 will combine to form 
a resultant third angle A3 between the direction in which 
the distal tip of the tissue-penetrating element 1 02 is 
aimed and the longitudinal axis LA of the catheter lOOe. 
As explained in detail hereabove, the angle A3 between 
55 the direction of the distal tip of the tissue-penetrating el- 
ement 102 and the longitudinal axis LA of the catheter 
lOOe does not necessarily dictate or define the precise 
angle at which the passageway 1 0 will be formed by the 
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tissue-penetrating element 1 02. Indeed, the tissue-pen- 
etrating element 102 may be of any suitable configura- 
tion including a continuously curvelinear oonf.gurat.on 
which will create a continuously curvelinear passage- 

way f 
roiOOl Figure 6f shows another embodlmerit of the 
catheter device lOOt. wherein the catheter device 100f 
comprises a tubular outer sheath 202 which ,s retracta- 
ble in the proximal direction, and an elongate inner 
member 204 having a blunt distal tip 206 and a side 
opening 208 formed therein. The tissue-penetrating el- 
ement 102 is preferably a pre-bent resilient member 
mounted within the elongate member104 imniediately 

adjacent the side opening 20B such that, when the outer 
cathetersheath 202 is advanced so as to coverthe side 
opening 208. the tissue-penetrating element 102 will as- 
sume a substantially straight or minimally bent configu- 
ration so as to conform to. and be contained within, the 
inner lumen 1121 o( Ihe calheler device 1 0Of . However 
when the outer sheath 202 is withdrawn in the proximal 
direction so as to expose the side opening 208^he te- 
sue-penetrating element 102 will spring outwa"^ to "te 
pre-bent configuration such that the distal end of the tis- 
sue-ponctrating clomont will be directed toward, or win 
be placed in immediate contact with, the wall of the 
blood vessel BV within which the catheter device lOOf 
is inserted. In at least some embodiments, the tissu^ 
penetrating element may thereafter be advanced in the 
Sistaldirectionsoastopenetratethroughthewallofthe 

blood vessel and through any extravascular tissue re- 
quired to form the extravascular passageway 10 in ac- 
cordance with the present invention. 
101011 Figure 6g shows yet another embodiment of a 
passageway-fomiing catheter device 100g comprising 
a tubuL catheter body having a hollow lumen 112g ex- 
tending longitudinally therethrough and ope^'ng d« teHy 
through a distal end opening 114g. The distal end of the 
body of the catheter 1 0Og Is bendable in a lateral direc- 
tion; as shown in the dotted lines of Figure 6g Such 
bending of the distal end of the catheter device 1 0Og in 
the lateral direction, will cause the outlet aperture 114g 
to become directed toward the wall of the blood vessel 
within Which the catheter device 100g is positioned^ 
such that subsequent advancement of the fssue-pen^ 
trating element 102 out of the distal end opening 11 4g 
of the catheter device lOOg will cause the tissue-pene- 
trating element 1 02 to contact and pass through the wall 
of the blood vessel BV within which the catheter device 
1 oog is positioned. The bendable distal end of the cath- 
eter 100g may be caused to transition from its straight 
configuration to its curved or bent configuration by the 
presence of a shape memory alloy, a pull wire, opposing 
electn>magnGtic colls or any other suitable mechanism 
apparatus or material known in the art for causing the 
tip of a catheter to bend. 

r01021 Figure 6h shows yet another embodiment of a 
passageway-fomiing catheter device lOOh compnsing 
a tubular catheter lOOh having a tIssue-penetrating el- 



ement 102 passable therefrom. An Inflatable balloon 
210 is formed on one side of the catheter device lOOh. 
opposite the location at which the extra-vascular pas- 
Sgeway 1 0 is to be formed In the wall of the blood ves- 
5 seFBV. inflation of the balloon 210 priorto or dunng ad- 
vancement of the tissue-penetrating element 102 will a) 
deter or prevent the catheter lOOh from recoiling and 
pressing against the contralateral wall of the btood ves- 
sel BV as the tissueisenetrating element 102 is ad- 
10 vanced through thewall of the blood vessel BV. and b) 
may operate to stabilize and hold the distal portion of 
thecatheterdevlce lOOh in a substantially fixed position 
within the lumen of the blood vessel BV. so as to permit 
the application of an enhanced force or pressure upon 
15 the tissue-penetrating element 102 as it is advanced or 
Tthen^ise passed through the wall of the Wood vesse 
BV In the embodiment shown in Figure 6h. the catheter 
device has a distal end outlet opening 11 4h and the tte- 
sue-penetratIng element 102 is a pre-bent resilient 
20 member which will assume a laterally bent or curved 
configuration as it exits the distal end "P^^S j ^^^- J 
will be appreciated, however, that the side balloon 210 
shown in Figure 6h may be incorporated and used in 
conjunction with any of the types of catheters show in 
25 Figures 6a-6i. including those wherein the tissue-pene- 
trating element exits through a side-outlet aperture 
fonned in the side wall of the catheter device 1 0Oh. 
roi 031 Figure 61 shows yet another embodiment of a 
passageway-fomiing catheter device 1001 comprising 
30 anelongate,flexible,tubularcatheterbodyhavingahol- 
low lumen 1141 extending longitudinally therethrough 
and a blunt tip member 212 rotatably mounted on the 
distal end of the tubular catheter body. The distal tip 
member 21 2 has a cuwed lumen 214 extending there- 
35 through, the proximal end of which Is i" a«g"")«"t ""^J 
the lumen lUi of the catheter lOOi. and the dis al end 
of which temiinatesinasideoutlet aperture 114iformed 

on one side of the distal tip member 112. The tissue- 
penetrating element 102 in this embodiment may com- 
40 prise a pliable member or a resilient pre-bent member 
in either instance, the tissue-penetrating element 102 
may be initially advanced to an intemiedlate position 
Wherein the distal tip of the ttesue-penetrating elemen 
is positioned within the curved lumen 214 of the dista 
45 tip member 212. With the tlssue-penetratlng element 
102insuch intermediate posltion.thetlssue-penetrating 

element 1 02 may be rotated. Such rotation of the tissue- 
penetrating element 1 02 will, due to itsfrictlonal engage- 
ment within the curved lumen 214 of the distal tip mem- 
50 ber 1 21 , cause the distal tip member212to concuirently 
rotate. In this manner, partial advancement and rotation 
of the tissue penetrating element 1 02 may be "t.Uzed as 
a means for rotatably moving the distal tip member 212 
to adjust the rotational orientation of the side outlet ap- 
55 erturelUisoastodirectthetissue-penetratingelement 
in the desired lateral direction to f omn the extravascular 
passageway 10 of the present invention at the desired 
location. In this manner, further advancement of the tis- 
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sue-penetratIng 102 out of the side outlet aperture 114i. 
after the desired rotational orientation of the distal tip 
member 212 has been achieved, will cause the tissue- 
penetrating element to fomn the desired extravascular 
passageway 1 0 through the wall of the blood vessel BV s 
within which the catheter dev'ice 1 0Oi is positioned. 

ii. Types of Tissue-Penetrating Elements Which May 
Be Incorporated Into the Passageway-Forming 
Catheter ^ 

[0104] The following Figures 7a-7m and the accom- 
panying detailed description set torth herebelow are in- 
tended to describe and illustrate some types of tissue- 
penetrating elements 102 which may be utilized in ac- ^ 
cordance with the present invention. It is to be appreci- 
aled and understood that the specific types of tissue- 
penetrating elements 102 described herebelow and 
shown in Figures 7a-7m are not intended to exhaustive- 
ly list and explain all possible types of tissue-penetrating - 
elements 102 which may be useable but, rather, are In- 
tended to provide examples of the types of tissue-pen- 
etrating elements 1 02 which may be utilized. As ex- 
plained hereabove, the temn "tissue-penetrating ele- 
ment' is not limited to solid members but may also in- 
clude various devices, apparatus, or flows of energy. 
Furthermore, the term "resilient, pre-bent member" shall 
be interpreted in accordance with the definition of such 
temn set forth hereabove. 

[0105] With reference to Figures 7a-7m, there are 
shown various types of tissue-penetrating elements 1 02 
which may be incorporated into the passageway-fomrb 
Ing catheter 1 00 of the present invention. These tissue- 
penetrating elements 1 02 are designed to pass out of a 
flexible catheter body and to penetrate through the wall 
of the blood vessel within which the catheter 100 is lo- 
cated, and to adjacent extravascular tissue, as neces- 
sary, to fomn the desired extravascular passageway 10 
of the present invention. 

[01 06] Figures 7a and 7a' show a first embodiment of 
a tissue-penetrating element 1 02a. This embodiment of 
the tissue penetrating element 1 02a comprises an elon- 
gate, pliable needle fomied of a pliable material such as 
polyimide tubing of the type available commercially from 
MicroLumen, Inc., Tampa, Florida, and having a sharp- 
ened, beveled distal tip 300 fonmed thereon. An optional 
lumen 302 may extend longitudinally through the pene- 
trating element 1 02a. A pre-bent, resilient member 304 
is positioned longitudinally within the tissue-penetrating 
element 102a, or alternatively a pull wire. 
[0107] When the element 1 02a is retracted within the 
lumen of the passageway-fonming catheter 100, the re- 
silient spine member 304a will be caused to assume a 
substantially straight or minimally bent configuration 
which confonns to the configuration of the catheter lu- 
men and allows the tissue-penetrating element 1 02a to 
be fully retracted within the catheter lumen. However, 
when the tissue-penetrating element is exposed or ad- 



vanced out of the passageway-fomriing catheter 100, a 
distal portion of the pre-bent spine member 304 will 
bend or curve In a lateral direction, thereby causing the 
entire, pliable tissue-penetrating element 102a to as- 
sume such laterally bent and curved configuration, as 
designated by the phantom lines on Figure 7a. In this 
manner, the pre-bent resilient spine member 304 will 
cause the pliable or flexible body of the tissue-penetrat- 
ing element to assume the desired laterally bent or 
0 curved configuration. In some Instances, this arrange- 
ment may also allow the pliable body of the tissue-pen- 
etrating element 102a to be rotated or spun around the 
pre-bent resilient spine member 304a to facilitate or en- 
hance advancement of the tissue-penetrating element 
5 through the blood vessel wall or adjacent tissue. 

[0108] Figure 7b shows another embodiment of a tis- 
sue-penetrating element 102b which comprises a plia- 
ble elongate proximal shaft 306 having a rigid, sharp- 
ened distal tip member 308 mounted upon, or othenwise 
?o joined to the distal end of the proximal shaft 306. In this 
embodiment, the proximal shaft 306 of the tissue-pen- 
etrating element 1 02b is sufficiently pliable and benda- 
ble to navigate tortuous anatomical curves or curves 
within the lumen of a catheter, while the rigid distal tip 
25 portion 308 is f omned of rigid material, such as stainless 
steel, so as to maintain a substantially sharp distal tip 
310 which will penetrate and pass through the blood 
vessel wall and desired extravasculartissue. tofomnthe 
extravascular passageway 10 In accordance with the 
30 present invention. 

[01 09] Rgure 7c shows another embodiment of a tis- 
sue-penetrating element 1 02c which comprises an elon- 
gate solid or hollow needle having a sharpened distal 
tip 312, and fomned of a pre-bent resilient material such 
35 as a superelastic nickel titanium alloy or other metal al- 
loy which exhibits resilient, elastic or superelastic prop- 
erties with In the range of temperatures which the tissue- 
penetrating element 1 02c will encounter during normal 
use. This embodiment of the tissue-penetrating elenhent 
40 1 02c, being fomned of pre-bent resilient material, will as- 
sume a substantially straight or minimally bent configu- 
ration when retracted into the lumen 1 1 2 of the passage- 
way-forming catheter 100, such that the entire tissue- 
penetrating 102c may be retracted into the lumen 112. 
45 However, when the tissue-penetrating element 102c Is 
advanced out of the outlet aperture 1 1 4c In the catheter 
100, the tissue-penetrating element 102c will assume 
its pre-bent configuration so as to become curved or 
bent in the lateral direction at an angle A relative to the 
50 longitudinal axis LA of the catheter, thereby facilitating 
advancement of the distal portion of the tissue-penetrat- 
ing element 102c through the blood vessel wall and 
through any adjacent tissue to form the desired ex- 
travascular passageway 10 in accordance with the 
55 present invention. 

[0110] Figure 7d shows yet another embodiment of a 
tissue penetrating element 102d which comprises a hol- 
low needle having a sharpened (e.g.. beveled) distal tip 
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314 and a guide wire passage lumen 316 of e>rtend.ng 
longitudinally therethrough. It will be appreciated tha^ 
this hollow needle may be formed of either pre-bentj^e- 
sinent material or pliable material, in accordance wrth 
the various tissue-penetrating element exit schemes II- 
ISstra'ed in Figures 6a-6i and described dete h^^ 
above The embodiment of the puncturing element 1 02d 
shown in Figure 7d has the advantage of permitting a 
gSrwire Iw to be advanced through the guide wire 
passage lumen 316. In this manner, the guide wire GW 
m% be periodically advanced in the distal direction or 
may be placed under continuous distafly directed pres- 
sure sue* that, when the sharpened distal tip 31 4 o the 
tissue-penetrating element 1 02d enters the lumen of an- 
other blood vessel or another hollow cavity the guide 
wire GW will rapidly advance in the distal direction 
thereby signaling thatthe sharpened distal tlp314of the 

ttesue-penetrating element 102d has entered such 
blood vessel lumen or hollow cavity Thus, this embod- 
iment of the penetrating element 102d is partcularh^ 
useable in the revascularization methods of the preserrt 
invention wherein an extravascular Pass^geway 10 is 
formed between two blood vessels, or in other extravas- 
cular procedures of the present invention wherein the 
extravascular passageway 10 is to be fomied between 
a blood vessel and a target T which comprises ano her 
blood vessel or other hollow cavity of the body. Dlstally 
directed pressure on the guide wire GW may be applied 
manually or by way of a Pr«ssure-exerting safe^appa- 
ratus of the type shown In Figures 10c". IOC and 10c 
and described fully herebelow. 
r0111l Figure 7e shows yet another embodiment of a 
issue-penetrating element 102e comprising a solid 
nTedle';,avingasharpened(e.g..beveled)distalJp3m 

This embodiment of the puncturing element 102e may 
be f omied of a continuous solid elongate member, such 
a^ a wire, as Illustrated in Figure 7e'. Alternatively, as 
illustrated in Figure 7e». this embodiment of the J^^^J 
oenetrating element may comprise an outer tubular 
Ser l?2e" having a hollow lumen 114e" extendir^ 
longitudinally therethrough, and a removable solid style^ 
member 320 inserted coaxialiy within the hollow lumen 
7^Ae- of the penetrating element 102e" such that the 
tubular penetrating element 102e" in combination wtth 
the solid stylet member 320 will essentially torn, a soHd 
needle structure slmllarto the solid elongate puncturing 
element 102e' shown in Figure 7e'. 
r0112l Figure 7f shows yet another embodiment of a 
iissue-penetrating element 1 02f which Js ^^^^'^'^ 
combination of an elongate solid "''tabular member 322 
having a sharpened trocar tip 324 fomied on the distal 
endthereof.andasum)unding.longitudinally-ac^ance- 

able outer sheath 326. The distal portion o* the otrter 
sheath 326 may be tapered, not shown, such that it may 
pass over and shield the sharpened trocar tip 324 of the 

elongate member 322. However, when being advanced 
through the blood vessel wall or othertissue. the shaip- 
ened trocar tip 324 wlB emerge out of the distal end 



opening of the outer sheath 326 so as to penetrate and 
advance through the blood vessel wall and/or other te- 
sue. When the trocar tip has passed into another blood 
vessel lumen or other hollow body cavity, he oute 
5 sheath 326 may be advanced in response to 'nteirnttf 
or continuous distally directed pressure applied to the 
outer sheath 326. Such distally directed pressure may 
be applied manually or by way of a continuous pressure- 
exerting safety device of the type shown In Figures 1 0c . 
10 10c" and 10c'", as described fully herebelow. 

r0113l Figure 7g shows yet another embodiment of a 
tissue-penetrating element 102g which comprises an 
elonQatetubularmember328 having an energy emitting 
distal tip 330 formed on the distal end thereof. One or 
15 more energy transmission wires or members 332 may 
extendthrough the tubularmember32B and will be con- 
nected to the energy-emitting distal tip 330 so as to de- 
liver the desired fomi of energy to the distal tip 330. In 
this manner, the energy-emitting distal tip may emit any 
20 suitable type of energy which will ablate sever or faa^ 
Rate advancement of the member 328 through a blood 
vessel and other extravascular tissue, in accordance 
with the methodology of the present inv«"tlon. Exam- 
ples of the types of energy which may be emitted from 
25 the energy-emitting distal tip 330 Include heat (e.g. 
electrical resistance heat or laser heat to fomn a hot 
tip"), monopolar electrocautery, bipolar electrocautery. 

ultrasound, etc. j._„„t„fo 
r0114l Figure 7h shows yet another embodiment of a 
30 tissue-penetrating element 102h comprising an eton- 
oate flexible catheterlOO having a lumen 112 extending 
longitudinally therethrough and a rotatable Passage- 
way-formlng tip 336 mounted on the distal end thereo . 
rJIrtatable drL member 338 extends longitudinally 
35 through the lumen 112 of the catheter 100. and operates 
to rotate the distal tip 336 when It is desired to advance 
the tissue-penetrating element 102h through the waU of 
ablood vessel or othertissue. The rotating distal tip 336 
may be of any suitable configuration which, when rotat- 
40 ed. will form a tunnel or passageway through tissue of 
the desired configuration. In this regard, the outer sur- 
face of the rotatable tip 336 may be provided with a 
Sharped spiral blade or threaded member 337 or other 
suitable tissue-cutting or dilating apparatus to facili ate 
45 the rotational boring, cutting or dilation of tissue, desired 
of the rotatable tip 336. 

101151 Figure 71 shows yet another embodiment of a 
tissue-penetrating element 1021. In this embodiment, 
the tissue-penetrating element 1021 comprises a beam 
so of pulsed orcontinuous laser light which is projected out 
of an aperture or lens-covered port 114ifonned in the 
catheter 100. A laser-transmitting element 340 such as 
a fiber optic extends longitudinally through the lumen 
112 of the catheter 100, and terminates proximal to and 
55 in aiignmentwith a reflective surface 341 .such as amir- 
ror from which the laser light emanating from the distal 
end of the laser transmitting member 340 will be reflect- 
ed out of the side aperture or port 114i.Thus. in this par- 
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ticular embodiment, the tissue-penetrating element 1 201 
is not fomied of solid matter or deployable tissue pene- 
trating apparatus, but rather, comprises a pulsed or con- 
tinuous beam of laser light capable of vaporizing or ab- 
lating the blood vessel wall and other extravascular tis- 
sue to fomi the desired extravascular passageway 10 
of the present invention. 

[0116] It will be appreciated that this embodiment of 
the tissue-penetrating element 102i may be modified in 
various ways . For example, in place of the reflective sur- 
face 341, a continuous energy guide (e.g.. fiber optic) 
may extend through the catheter body and tenninate in 
an outlet port or lens located on the side wall of the cath- 
eter, such that the flow of energy (e.g., laser light) will 
pass outward in the lateral direction from the catheter. 
Alternatively, an energy-emitting apparatus may be 
mounted on or within the side wall of the catheter so as 
to emit the desired flow of energy in a lateral outward 
direction from the catheter. Moreover, the embodiment 
specifically shown in Figure 7i and the above-mentioned 
variations thereof shall not be limited to laser energy, 
but may utilize any suitable flow of energy including 
heat, ultrasound, laser light, etc. 
[01 1 7] Figu re 7j shows yet another embodiment of tis- 
sue-penetrating element 1 02j which may be incorporat- 
ed into the passageway-fomning catheters 1 00 of the 
present invention. In this embodiment, the tissue-pene- 
trating element 1 02j comprises an elongate laser-trans- 
mitting member through which laser energy may be 
passed such that the laser energy will emanate out of 
the distal end 343 of the elongate laser-transmitting 
member 102j. The elongate laser-transmitting member 
102j may be pre-bent such that if it is passed out of a 
distal end opening 1 1 4 in a catheter 1 00, it will automat- 
ically bend or curve in a lateral direction so as to contact 
the wall of the blood vessel BV within which the catheter 
1 00 is located, to allow laser energy emanating from the 
distal end 343 of the laser-transmitting member 1 02j to 
fonn the desired extravascular passageway 10 in the 
wall of the blood vessel and other extravascular tissue. 
Alternatively, it will be appreciated that various other ex- 
its schemes may be utilized for the laser-transmitting 
member 102j, such as sidewall apertures fomned in the 
catheter 100, in accordance with the suitable exits 
schemes for all tissue-penetrating elements 102 as Il- 
lustrated In Figure 6a-6i and described fully hereabove. 
[0118] Figure 7k shows yet another alternative em- 
bodiment of a tissue-penetrating element 102k usable 
in the passageway-forming catheters 1 00 of the present 
invention. The tissue-penetrating element 102k shown 
In Figure 7k comprises an elongate hollow needle hav- 
ing a lumen 316 extending longitudinally therethrough 
and having a sharpened distal tip. A vacuum source (e. 
g., suction) 344 is attached to the proximal end of the 
lumen 31 6 of the tissue penetrating element 1 02k so as 
to draw or pull tissue into the lumen 316 as the distal 
end of the tissue-penetrating element is being advanced 
through the wall of the blood vessel BV or other tissue 



through which the extravascular passageway 10 of the 
present invention is to be fomned. An optional sealing 
cuff 317. which may comprise an inflatable annular bal- 
loon mounted about the exterior of the tissue-penetrat- 

> ing element 1 02k a spaced distance from the sharpened 
distal tip thereof, may be positioned in abutment with the 
wall of the blood vessel BV so as to fomn a seal which 
will prevent the suction applied to the lumen 316 from 
the leaking outwardly or aspirating blood from the lumen 

0 of the blood vessel BV. In this manner, the optional seal- 
ing cuff 317 may facilitate drawing or aspiration of the 
tissue of the blood vessel wall BV or other extravascular 
tissue into the distal end of the lumen 31 6 as the tissue- 
penetrating element 102k is advanced through the tis- 

5 sue of the blood vessel wall or other extravascular tis- 
sue. 

[0119] Yet another embodiment of a tissue-penetrat- 
ing element 1021 useable In the passageway-fomning 
catheters 100 of the present invention, is shown in Fig- 
?o ure 71 . With reference to Figure 71 , there is provided a 
tissue-penetrating element 1 021 formed by the combi- 
nation of a standard tissue-penetrating element 102 
such as a solid or hollow needle having a sharpened 
distal tip, and a surrounding tubular sheath 346 having 
25 a resilient, pre-bent distal portion 347 and a hollow lu- 
men 349 extending longitudinally therethrough. The 
sheath 346 having the tissue-penetrating element 102 
mounted therewithin Is advanced through the lumen 112 
of the catheter 100. When the distal portion 347 of the 
30 sheath 346 is advanced out of the distal end opening 
114 of the catheter 100, the pre-bent distal portion 347 
of the sheath will automatically curve or bend In a lateral 
direction, as illustrated by the dotted lines on Figure 71 . 
Thereafter, the pliable or pre-bent tissue-penetrating el- 
35 ement 102 will be advanced through the lumen 349 of 
the sheath 346, and through the wall of the blood vessel 
BV or other extravascular tissue to fomn the desired ex- 
travascular passageway 10 in accordance with the 
present invention. Optionally, a vacuum source 345 may 
40 be connected to the proximal end of the lumen 349 of 
the sheath 346 to draw the wall of the blood vessel BV 
into contact with the distal end of the distal portion 347 
of the sheath 346, thereby facilitating efficient advance- 
ment and penetration of the tissue-penetrating element 
45 1 02 through the blood vessel wall or other tissue. 

[0120] Yet another embodiment of a tissue penetrat- 
ing element 1 02m is shown in Figure 7m, With reference 
to Figure 7m. there is provided a catheter 100 having a 
side wall opening 114 fomned therein and a hollow lu- 
50 men 112 extending longitudinally therethrough, and ter- 
minating at side wall opening 114. A tissue-penetrating 
element 102, such as a sharp-tip hollow or solid needle, 
is advanceable through the lumen 112 of the catheter 
100 and out of the side opening 114. A vacuum source 
55 350 (e.g., suction) is attached to the proximal end of the 
lumen 112 and suction is applied, to draw the wall of the 
blood vessel BV downwardly and into contact with the 
side aperture 114, as shown in Figure 7m. Such suction- 



25 



<EP 1 166721A2J_> 



49 



EP1 166 721 A2 



50 



induced contact of the wall of the blood ^^^^^^"^ 
he side aperture 114 facilitates efficient advancemerrt 
a'ndtene^ation of the t'ssue-penetraUng eiern^^^^^^^^^ 

relnTto hold the tissue which is being penetrated m a 
St state, thereby facilitating penetration of such tis- 
sue. 

m Passagewr Y-"'"*'*Y'"° Apparatus 

r012n Figures 8a-8h and the detailed description 
S set Jorth herebeiow Show various types o^^^^^^^^^ 
ratus which may be utilized to treat, enlarge, debulk d, 
Se iTne coat or otherwise modify the extravascuter 
D^siay 10 initially formed by the tlssue-penevat- 
ESent 102. It is to be appreciated and understood 
hittrshowings of Figures8a-8h -j^^^^^'^''^^,,^^:. 
Sed description are impended to describe and .nus 
trate representative examples of the types o passag^ 
wav-modlfving apparatus which may be utilized in ao- 
ISrceSthe present invention, and are not .ntend- 
Tdt exhauSvely Hst and describe each and every pos- 
sfble t/pe of passage-modifying apparatus useable In 
accordance with the present '"mention. 
r01221 Figure 8a shows a first embodiment of a pas 
iag7iaymllifyingapparatus500acompns,nganelon- 

aalTubular member having an annular, sharpened d.s- 
faTcuttrng tip 502 formed on the distal end Jhereo^^and 
a hollow lumen 504a extending longitudinally the^ 
rhrouTxhis embodiment ofthepassageway modifying 
SaSusBOOamaybeadvancedoveraguidewireGW 

STa^ bee^ passed through the initial pa^^^^^^^^^^ 
r ract created by the tissue-penetraUng element 02. 

rht™Ldista,cuttingtip502^^^^ 
enlargetheinitial tract or passagewayfomiedbythette 

msl be aDDlled to the proximal end of the lumen 504a 
Ss eSoSment of tSe passageway-modifying appa- 
"s^a to racilitate the coring of ttesue by the d-s^ 
^tnZ^502 such that tissue which is severed by the 
Xull dlSf cu^^^^^^^^^^^ 502 Will be drawn in the pr^ 
mTi dJectlon through the lumen 504a. and n«y be col- 
reSeSCrop'atecollectionvesselforsubsequent 

ffC ng^n^^to^ws another embodiment of a 

^oSus 500b maybe advanced over a guide wire GW 
S hS been inserted through the initial passageway 
or t^ Seated by the tissue-penetrating element 1 02. 



Ac this nassaqeway modifying apparatus 500b is ad- 
!!nlld Mh such initially fomied passageway or 
r^fthftS^red distal portion 508 will dilate the pas- 
sSway or tSftothe enlarged diameter of the proxi- 
5 mT^rtion 506 of the apparatus SOO'). An op ;ona, en^^^ 
erqv-emitting band 51 0 may be mounted about the prox 
S portion 506 of the apparatus 500b. so as to emrt 
Tlx or oZr energy to further modify the surface of the 
SSsa^ewS To Sthe apparatus 500b Is advanced 

Sr^Ftre 8c Shows athlrd embodiment of a pas- 
saqely modifying apparatus 500C which compris^ a^ 
tnnTate tubularmernber having an annular, sharpened 
Stal c^lngtpTI^ which is similarto the distal cuttmg 
r5 ?p sis^f th'e Lbodlment shown 

8a but Which IS further adapted to emit en^jpy j^ S' 
Sat Vibration, laser light, etc.). In this embodirnentof 
le apparatus 500c. an energy transition wire or mem- 
!lr l?4 eSends through the tubular proximal portion of 
.0 SreaJSa^rstoOcandisconnectedtotheannular 
ifSna tip 512 so as totransmit electrical energy, ul- 
I'orvl' on. or any other suitable form of en^J 

To radvanSS over a guide wira which has been p^ 
tn:d Within the initially fom,ed P-sa^-V ^ 
created by the tissue-penetrating mernber. Electncai 

so ^cTrSm or'other energy will P-^^^^^^^^^^^ 
«mw transmitting wire or member 514 dunng advance 
SnrSparatus 500c. such that heat or other en _ 
l! emrtted by the distal tip to facilitate passage and 
X^ct^m o?i[he apparatus 500c through the tissue 

to ?urt^ef f acimate advancement of the ^aratus 
moe throuah tissue, and to draw any cored tissue 
mr^uahTe lurnen 504c such that the removed tissue 
.0 ly ?e dieted in collection vessel and submitted to 
subsequent pathological study. ^„t„fanas- 
roi251 Figure 8d shows atourth embodiment of apas 
Say modifying apparatus 500d comprising an eion- 
gSSr cShlr 516 having a ^'ollow lur.en 504^^^ 
45 extending longitudinally therethrough and an annular 
518 mounted on the outer surface thereof^ A 
separate balloon inflation lumen (not shown) will extend 
S aP-'o^^^^^^ P°^°" catheter516tope,Tnrt 
Son fluid to be injected into or wtthdrawn from the 
50 iSor of the balloon 51 8. This embodiment of the pas _ 
Leeway modffying apparatus 500d may be advanced 
over a auide wire GW which has been positioned wrthin 
t^inrtSiTIgewayortract created by thetissue-pen- 

SraSS. unmhe deflated balloon 518 Is posi- 
55 inld wnhin such 'n«ally created passageway o^^^^^^ 
Thereafter the balloon 518 may be Inflated to dilate or 
IJeteh me nitially tombed passageway or tract, to pro- 
a m^med extravascular passageway 10 having 
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the desired diameter and/or configuration. 
[0126] Figure 8e shows a fifth embodiment of a pas- 
sageway-modifying apparatus SOOe which comprises 
an elongate pliable catheter body made up of a proximal 
portion 520* and a distal portion 520". positioned in lon- 
gitudinal alignment with one another. The proximal and 
distal portions 520' and 520" are connected to each oth- 
er by two (2) elongate, bowable, cutting wires 522. A 
hollow lumen 504e extends through the proximal 520' 
and distal 520" portions of the apparatus 500e. such that 
the apparatus 500e may be advanced over a guide wire 
GW which has been inserted through the passageway 
or tract initially created by the tissue or penetrating ele- 
ment 1 02. A pull wire (not shown), or the guide wire itself 
may engage the distal portion 520" of the catheter body 
such that the distal portion of the catheter body may be 
pulled in the proximal direction, thereby decreasing the 
gap between the proximal portion 520* and distal portion 
520" of the catheter body. This will cause the cutting 
wires 522 to bow outwardly, as shown by the phantom 
lines on Figure 8e. In operation, the apparatus SOOe will 
be advanced over the guide wire GW and through the 
initially formed passageway or tract. Thereafter, the 
proximal portion 620" of the catheter body will be drawn 
in the proximal direction to shorten the distance between 
the distal end of the proximal portion 520' and distal por- 
tion 520" of the catheter body, thereby causing the cut- 
ting wires 522 to bow outwardly. Optionally, electrical 
current may be passed through the cutting wires such 
that the cutting action of the wires will be enhanced. 
Thereafter, the apparatus 500e will be withdrawn in the 
proximal direction through the initially fomied passage- 
way or tract created by the tissue-penetrating element 
102, such that the outwardly bowed cutting wires 522 
will enlarge the initially f ornied passageway or tract to 
thereby convert the passageway or tract into an en- 
larged sirt-lilce extravascular passageway 10. in accord- 
ance with the present invention. 
[0127] Figure 8f shows a sixth embodiment of a pas- 
sageway-modifying apparatus 500f which comprises an 
elongate shaft member 530 having a pull-back cutting 
apparatus 532 mounted on the distal end thereof. The 
pull-back cutting apparatus 532 comprises a rigid mem- 
ber having a blunt distal surface 534 and an annular 
proximal cutting edge 536. A hollow lumen 504f extends 
longitudinally through the shaft 530 and pull-back cut- 
ting member 532 such that the apparatus 500f may be 
advanced over a guide wire GW which has been insert- 
ed in the initially formed passageway or tract created by 
the tissue-penetrating element 102. After the pull-back 
cutting member 532 has been fully advanced into the 
initially-fonmed passageway or tract, it will be retracted 
in the proximal direction such that the proximal cutting 
surface 536 will cut away tissue so as to enlarge or de- 
bulkthe passageway. Optionally, the cutting surface 536 
may be rotated during the retraction of the pull-back 
member 532 to facilitate cutting of the tissue. Also, op- 
tionally, an anvil (not shown) may be positioned at the 



opposite end of the passageway 1 0 to provide counter- 
pressure against the cutting edge 536, thereby facilitat- 
ing the cutting of tissue by the pull back cutting member 
532. Tissue which is severed from the wall of the pas- 
5 sageway by the proximal cutting surface 536 will be col- 
lected within the interior chamber 538 of the pull-back 
cutting member 532. 

[0128] Figure 8g shows a seventh embodiment of a 
passageway-modifying apparatus 500g which compris- 
10 es an elongate shaft 540 having a push-forward cutting 
member 542 mounted on the distal end thereof. A hollow 
lumen 504g extends longitudinally through the shaft 540 
and cutting member 542 such that the apparatus 500g 
may be advanced over a guide wire GW which has been 
15 inserted through the initlally-fomned passageway or 
tract created by the tissue-penetrating element 1 02. The 
cutting member 542 comprises a distal portion 542' hav- 
ing a generally cylindrical outer surface and a proximal 
portion 542" having an outwardly tapered outer surface. 
20 A sharpened annular cutting edge 544 is formed on the 
distal end of the distal portion 542' such that, as the ap- 
paratus 500g is advanced in the distal direction, the cut- 
ting edge 544 will cut a generally cylindrical mass of tis- 
sue, to thereby enlarge the initially-fomned passageway 
25 or tract through which the apparatus 600g is advanced. 
Optionally, the sharpened annular cutting edge 544 of 
the apparatus SOOg may be rotated during the advance- 
ment of the apparatus 500g. Also, an optionally anvil 
(not shown) may be positioned at the opposite end of 
30 the passageway 1 0 to provide counter-pressure against 
the cutting edge 544, thereby facilitating the cutting of 
tissue by the apparatus 500g. 

[0129] Figure Bh shows an eighth embodiment of a 
passageway-modifying apparatus 500h. Comprising an 
35 elongate tubular member 550 having a lumen 504h ex- 
tending longitudinally therethrough. A plurality of outflow 
apertures 554 are fonned in the tubular member 550, 
within a region which is a spaced distance from the distal 
end of the tubular member 550. Also, a distal guide wire 
40 outlet aperture is formed in the distal end of the member 
550 such that the apparatus 500h may be advanced 
over a guide wire GW which has been inserted through 
an initially formed passageway or tract created by the 
tissue-penetrating element 502, Proximal and distal 
45 sealing balloons 552', 552" are formed about the outer 
surface of the tubular member 550, proximal and distal 
to the outflow apertures 554. As show in Figure 8h", the 
tubular member 550 may be advanced over the guide 
wire GW until the outflow apertures 534 are located with- 
50 in the passageway 1 0 which is to be treated with a flow- 
able liquid substance. Thereafter, the annular sealing 
balloons 552'. 552" will be inflated so as to seal off the 
opposite ends of the passageway 1 0 . Thereafter, the de- 
sired f lowable substance will be passed through the lu- 
55 men 504h of the tubular member 550 such that it will 
flow out of the outflow apertures 554 and will fill the in- 
terior of the passageway 10. which remains sealed by 
the sealing balloons 552', 552". After the flowable ma- 
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terial has effected the desired treatment of the walls of 
the passageway 10, negative pressure may be applied 
to the lumen 504h to withdraw the flowable material from 
the interior of the passageway 1 0. Thereafter, the seal- 
ing balloons S2Z, 522" will be deflated and the appara- 
tus SOOh will be withdrawn and removed from the pas- 
saaewav 10. Figure 8h' shows an alternative modHlca- 
tion the device SOOh'wherein no liquid outflow apertures 

554 are fonned on the tubular member 550, but rather, 
an energy transmitting member (not shown) such as a 
wire will extend through the body of the tubular member 
550 and the region of the tubular member 550 between 
the sealing balloons 552'. 552" will be equipped w.th an 
electrode, electrocautery apparatus, resistance heater, 
laser, or other energy emitting apparatus such that the 
outer surface of the tubular member 550 between the 
sealing balloon 552', 552" will become heated orwlll oth- 
enwlse emlt energy to treat the walls of the passageway 

1 0 when the apparatus SOOh" becomes positioned with- 
in the passageway, in the manner described hereabove 
with reference to Figures Bh and 8h". 

„r *rp,rt..«ter Lonaitudlnpi ro»,pression and/or 
Support of Extravascular ^^«aTT^avs Formed 
Rftiween TWO Blood Vessels 



101301 In those applications where the extravascular 
passagewaysioofthepresentinventionarefonnedbe- 

tween two (2) blood vessels (as in many of the above- 
described revascularization procedures) the presence 
of cavemous or loose tissue between walls of the blood 
SeSefs may be problematic, in that blood flowing 
through the passageway 10 may tend to infiltrate mto 
such cavemous or loose tissues, thereby givmg nse to 
blood leakage and/or hematonrtafonnation. 
r0131l one means for deterring such infiltration of 
blood into tissue or space between the adjacent blood 
vessel walls is the placement of a longitudinal passage- 
way compression apparatus 22 within the passageway 
10 so as to compress such cavemous or loose tissue, 
thereby preventing infiltration of blood thereinto. Fur- 
thermore, the deployment of such longitudinal compres- 
sion apparatus 22 within the passageway 1 0 may add^ 
tionally provide stmctural support within the passage- 
way so as to maintain the patency of the ps^sageway 
and prevent the passageway from unwanted flexing o 
closure due to movement of the adjacent tissues. It wH 
be appreciated, however, that any such longrtudinal 
compression apparatus 22 will preferably be construct- 
ed so as to provide sufflcient longitudinal compression 
to prevent the unwanted infiltration of blood into the ad- 
jacent tissues but will not cause over-compression erf 
such tissues as could cause iatrogenic ischemia and 
possible necrosis of such tissues. Figures 9a-9f and 
the following deteiled description of such figures are di- 
rected to examples of specific longitudinal compression 
apparatus 22 which may be positioned within exfrav^ 
cular passageways 10 of the present invention to pre- 



vent tissue infiltration of blood and/or to provide struc- 
tural support within the passageway. It is to be uiider- 
stood that Figures 9a-9f- and the following detailed de- 
scription are not Intended to exhaustively list and de- 
5 scribe all possible types of longitudinal compression ap- 
paratus 22 which may be useable in accordance with 
the present invention. Rather, these figures and the fol- 
lowing detailed description are mere examples o the 
types of longitudinal compression apparatus 22 which 
10 are useable therefore. 

r01 321 The utility of the longitudinal compression ap- 
paratus 22 shown in Figures 9a-9f"' and descriiJed her- 
ebelow is not necessarily limited extravascular pas- 
saqeways 1 0 of the present invention, but may also be 
15 useable in connection with other methods for forming 
side-to-slde connections (e.g.. anastamoses) between 
luxtaposltioned tubular anatomical passageways of the 
body such as blood vessels, fallopian tubes, ete. 
r0133] Rgures 9a-9a' show a first embodiment of a 
20 longitudinal compression apparatus 22a which compris- 
es a first annular member 600 and a second annular 
member 602, which are directly alienable with one an- 
other and connectable to one another so as to longitu- 
dinally compress the bloodvessel walls and othertissue 
25 which surround the passageway 10 formed between 
two blood vessels BV, and BVg. The first nng member 
600 has a plurality of leg members 604 whteh extend 
from one side thereof . The second ring member 602 has 
a plurality of receiving apertures 606 which are posi- 
30 tioned and configured to receive the leg members 604 
therewithin. Each leg members 604 has a bayonet con- 
nector 608 or other type of connector formed thereon 
such that, when the leg members 604 become inserted 
into the receiving apertures 606. the connector 608 wi« 
35 engage corresponding membeis or surfac^ formed 
within the receiving apertures 606 so as to lock and hold 
the first and second ring members 600, 602 in a manner 
which causes longitudinal compression of the portions 
of the walls of blood vessels BV, and BVg and other in- 
40 tervening tissue which sum^unds the Pa^a9ew«yJ ° . 
roi 341 Figures 9b-9b"' show as second embodiment 
of a longitudinal compression apparatus 22b which 
comprises a resilient (e.g.. superelastic) wire ring which 
has been bent into the configuration shown in Figure 9b 
45 having two upper arcuate segments 61 0". 610" and two 
lower arcuate segments 612" and 612". as shown. Tl^e 
apparatus 22b is initially mounted within the lumen 614 
of a tubular catheter 61 6. An inner catheter member 61 8 
having a reduced-diameter distal portion iscoaxially po- 
50 sitioned within the lumen 61 4 of the outer catheter 61 6, 
such that the longitudinally extended tower arcuate por- 
tions 612- 612" of the apparatus 22b are captured and 
frictionally engaged between the outer surt^oe of the 
distal reduced diameter portion of inner tubular catheter 
55 61 8. and the inner luminal surface of the outer caUieter 
616 as shown in Figure 9b". The outer catheter 616 is 
Initially advanced through the passageway 10 wherein 
the apparatus 22b is to be deployed; and the inner cath- 
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eter 616 is then advanced in the distal direction to push 
the longitudinally extended upper arcuate portions 61 0'. 
610" out of the distal end opening of the catheter 616, 
such that the upper arcuate portions 610', 610" will re- 
siliently bend outwardly so as to become positioned up- 
on the lumenal surface ot the first blood vessel BV^. 
Thereafter, the inner catheter 61 8 is drawn backwardly 
to release the longitudinally extended lower arcuate por- 
tions 612. 612', 612" form frictional engagement and 
capture between the inner tubular catheter 61 8 and out- 
er tubular catheter 616, and the outer tubular catheter 
616 is withdrawn such that the lower arcuate portions 
612', 61 2" will pass out of the open distal end of the cath- 
eter 61 6 and will resiliently bend outwardly so as to abut 
against and engage the luminal surface of the second 
blood vessel BVg, thereby compressing the walls of the 
blood vessels BV^ and BVg and the cavemous or loose 
tissue positioned therebetween, In the manner Illustrat- 
ed in Figure 9b. The circular wire member of which the 
apparatus 22b is fomned may be any suitable resilient 
type of material, and preferably may comprise a nickel- 
titanium alloy or polymer which exhibits superelasticity 
or high flexural properties within the range of tempera- 
tures which will be encountered by the apparatus 22b 
during deployment and implantation within the mamma- 
lian body. 

[0135] Figure 9c shows a third embodiment of a lon- 
gitudinal compression apparatus 22c comprising a first 
toroidal balloon 620 and a second toroidal balloon 622. 
The first and second toroidal balloons 620, 622 are po- 
sitioned in longitudinal alignment with one another and 
are joined by a plurality of longitudinal connector mem- 
bers 624. The apparatus 22c is initially positioned within 
the passageway such that the deflated first toroidal bal- 
loon 620 is positioned adjacent the luminal surface of 
the first blood vessel BV^ and the deflated second toroi- 
dal balloon 622 is positioned adjacent the luminal sur- 
face of the second blood vessel 622, with the connector 
members 624 extending longitudinally through the pas- 
sageway 10. Thereafter, the first and second toroidal 
balloons 620, 622 are inflated so as to longitudinally 
compress the portions of the walls of the blood vessels 
BV^ and BV2 and the tissue portions located therebe- 
tween, surrounding the passageway 1 0, as shown in 
Figure 9c. The toroidal balloon member 620, 622 may 
be inflated with a gelatinous or curable polymeric sub- 
stance which will fully or partially solidify after the toroi- 
dal balloon member 620, 622 have become inflated, 
thereby avoiding any problem with down-line leakage or 
deflation of the toroidal balloon member 620, 622. 
[0136] Figure 9d shows a fourth embodiment of a lon- 
gitudinal compression apparatus 22d which comprises 
an annular flrst magnet 626 and an annular second 
magnet 628 connected by a plurality of longitudinal con- 
nector members 630. The apparatus 22d is initially de- 
ployed within the passageway 10 such that the first an- 
nular magnet 626 is positioned adjacent the luminal sur- 
face of the first blood vessel BV^ and the second annular 



magnet 628 is positioned adjacent the luminal surface 
of the second blood vessel BVg. These annular magnets 
626, 628 are then allowed to magnetically move toward 
one another such that the longitudinal connector mem- 
5 bers 630 will become engaged and will longitudinally 
connect the magnets, thereby compressing the adja- 
cent portions of the wails of blood vessels BV^ , BV2 and 
any tissue positioned therebetween, which surrounds 
the passageway 1 0. 
10 [01 37] Figure 9e shows a fifth embodiment of a longi- 
tudinal compression apparatus 22e comprising a first 
ring member 632 and a second ring member 634, which 
may be compressed inwardly and connected by inflation 
of first and second balloons 640. 642. At least one con- 
^5 nector member 636 extends from the inner side of the 
first ring member 632. At least one con-esponding re- 
ceiving aperture (not shown) is/are formed in the second 
ring member 634, and such receiving aperture(s) is/are 
sized and configured to receive the connector member 
20 (s) 636, and to engage rachet serrations or other enga- 
gable surfaces formed on the connector member(s) 
636. The apparatus 22e is mounted within the passage- 
way 1 0 by initially advancing the catheter 638, with the 
balloons 640, 642, deflated, through the passageway 
25 until the upper ring member 632 is in juxtaposition to 
and abutment with the lumenal surface of the first blood 
vessel BV^, and the second ring member 634 is in jux- 
taposition to and abutment with the luminal surface of 
the second blood vessel BVg. Thereafter, the balloon 
30 640, 642 are simultaneously inflated so as to urge the 
ring members 632. 634 Inwardly toward one another. As 
the ring member 632. 634 are urged inwardly, the legs 
636 of the first ring member 632 will advance further into 
the receiving apertures of the second ring member 634 
35 and the rachet serrations on leg 636 will be f rictionally 
engaged and held within such receiving apertures (not 
shown). When the desired amount of compression of 
the walls of blood vessels BV^, BVg, and tissue inter- 
posed therebetween and surrounding the passageway 
40 10 has been achieved, the balloons 640, 642 may be 
deflated, and the catheter 638 bearing the deflated bal- 
loons 640, 642 will be withdrawn, leaving the apparatus 
22e in place within the passageway 1 0. 
[0138] Figures 9f-9f'" show a sixth embodiment of a 
45 longitudinal compression apparatus 22f which may be 
mounted within the extravascular passageway 10 
formed between two blood vessels BV^, BVg, in accord- 
ance with the present invention. As shown, this appara- 
tus 22f comprises a plurality of substantially parallel, 
50 elongate, pre-bent, resilient wire members 646 ar- 
ranged in a generally cylindrfcal array. Optionally, a cy- 
lindrical connector member 648 fonnedof rigid or pliable 
material may be connected to each of the individual wire 
members 646 so as to hold them in the desired cylindri- 
55 cal array. Each wire member 646 is pre-bent so that, 
when unconstrained, the opposite ends of each wire 
member 646 will curt outwardly so as to cause the wire 
member to assume a generally "C" shaped configura- 
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tion as shown by the dotted lines In Figure QT. IniUally. 
teZSms 221 is mounted within the lumen 652 o a 
tubular delivery catheter 650. An inner tubular catheter 
Ser654ispositlonedcoaxiallywithinthelum^^^ 

the delivery catheter 650. The inner catheter 654 has 
a die rtion 656 of reduced outer diarneter. The a^ 
oaratus 22f is mounted within the lumen 652 of the de- 
CS cJhe er 656 such that the individual wire mem- 
LTrs"^ ST ai constrained and held in substantially 
strSgM configurations. The proximal ends of the wire 
Sbers 64? are captured between the outer surtge 
ofthedistalportion 656 of the inner tubularca*eter6S4 

and the inner luminal wall of the outer catheter 650 as 
!h«v«n in Fiaure ST The apparatus 22f is implanted with- 
fn the oaSgewa/lO bj initially passing the delivery 

endmhe delivery catheterlsflushwtththelum^^^^^^^^^ 
face of thetlrst blood vessel BVi as shown inFigureSf^ 
T^Irfa ler the inner tubular catheter 654 is advanced 
7ntheS direction to causethedistal ends ofthe.^^^^^ 

Imbers 646 to emerge out of the distal e"^^^^^^^^^ 
catheter650. thereby allowing the distal end of the wHre 
member 646 to curl outwardly and abut or become com- 
pr:SS?t^sertedwrthinthelumenalsurfaceofthef.m^ 

b oS vessel BV^. as shown in Figure 9f". Thereafter 
5^^^Jnercatt,ete 654isretractedslightlyintheprox.mal 

dlrXtoTellase the proximal lens of the wire mern- 
ZTSe from frbtional engagement and capture be. 
Sin the distal portion 656 of tha'nner tub^^^^^^ 
the inner luminal surface of the outer tube 650. There- 
Tfter the entire catheter 650 is retracted in the pjox-ma^ 
^rSLtherebyllberatingtheentireappa^^^^^^^ 
the constraint of the surrounding catheter 650 and al 
owing the proximal ends of the wire members 646 to 
cu^andto abut with or become compre8S|vely inserted 

So Suminal surface ofthe second bloodve^^^^^^ 
as shown in Figure 9f ". In this manner, the apparatus 
Sf se^s to impress the walls of the blood vessels 
S eTand any tissue interposed therebetween m 
t^e^a^a'u'ounlg the passageway 10. Add^onaJ^ 
i shown in Figure 9r". It will be appreciated that in em- 
toS^L wherein the cylindrical connertor membe 
te employed, such cylindrical connector member 
Unrise a segment of synthetic or bioprosthetic 
orSt mSi so iTfori, asJbstantlally tubular Inner 
C wlln ii passageway 1 0. as Illustrated In Figure 

roi391 It will be appreciated that, f ^^"S'^ f^f 
Stus 22f has been described hereabove as a pre-bent 
Sent structure, the wire members 646 may altema- 
tXe V beVon^ed o1 malleable metal or other pleasure- 
i !^ fwrmaterial and a suitable deformation tool 
t^:^^ Si balloon may be deployed w.hin 
TZTJr catheter 650 so as ^^J^^^^^l^^^ 
sure-deform the ends of the wire members 646 as they 
pal o^of the cathetertube 650. thereby providing the 
desired pre-bent "C" shaped configuration. 



A Preferred pap -°n«"» Y-F°rnilng Catheter and 
System 



101401 Figures 10a-11d showtwo basic embodirnente 
5 S a Jrefe'ed passageway-fom.ing catheter and ac 

way 1 0 between two adjacent blood vessels BV^ . BV^^ 
roi411 With reference to Figure 10a-10c. there is 
shoJi a fet embodiment of a preferred passageway- 
« tor;gcatheterdevice100p.whichcompr^^^^^^^^^^ 
nate flexible catheter body 700 having a lumen 702 ex 
?e di l-g.tudlnally therethrough and ten^inating J 
Its distal end, in a distal outlet aperture 704. A ttesue 
penetrating element 1 02, which may comprise ar^y sutt- 
ee able tissue-penetrating element including any of those 
Sown tn Figures 7a-7k and described hereabove. is 
dte7osedwit^inthelumen702ofthecatheterbody^^^^^ 
tt will be appreciated that the outlet aperture 704 and 
Configuration of the lumen 702 may be modified to ac- 
.5 comldateanyofthesultableout|etsche^^^^^^^^^^ 
ing the tissue-penetraUng elemerrt out of the oMei^ 
erture 704, including those penetrating-elemernt outlet 
schemes shown specifically in Figures 6a-6i, and de- 

so roi«rr?i:xL catheter body 700 is preferab^ 
onied 0 a flexible polymer material such as nylon 
polye hylene, etc., or pliable metal tubing such 
Sfamin willed hypotubing. A metal braid or other rein- 
SimenT materia? may be mounted upon or formed 
.3 wiSrewal.ofthecatheterbody700to^^^^^ 

tural reinforcement and to pemiitthecathrter ^ ^oo 
0 be rotated or torqued without undue d,s^.gu.-«nent or 
cnmping. Additionally, in embodiments wherein the tte- 
sue^penetrating element 102 comprises a pre-bent, re- 
40 sLt member or needle, a rigid tubular rein orcemen 
merSber 701 may be positioned about a distal portion of 
Setmen 702 of the catheter body 700. as shown m 
Rgure 1 0b. to provide rigid constraint for the pre-berrt 
dS portion of the penetrating element 102 when the 
P^StSngelementlOZteretractedlntothe.^^^^^^^^^ 
of the catheter body 700. The presence of such tubula 
^|»entmember701 will additionally prevent arjy 
sharpened distal tip on the ttesue-penetrating element 
^STrom scarring or penetiatlng into the relatively soft 
so iSnaterlal o' whrch the catheter body 700 may be 

Sl431 A hand piece 706 is mounted on the proximal 
and ofthepliablecatheterbody 700. The handpiece 706 

comprtees a rigid outershell having a generally cyl.ndn- 
ss TarSonL innercavfty 712formedtherew«h|n. A p^^^^^^ 
imal portion of the tissue-penetrating element 1 02 ex 
tends into the inner cavity 71 2 of the handpiece 706^n 
i£atorbutton710is connected tothetissue-penetrat- 
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ing element 1 02, as shown in Figure 1 0c. The actuator 
button 71 0 may be depressed and advanced in the distal 
direction to cause the tissue-penetrating element 1 02 to 
pass out of the outlet aperture 704 tor the purpose of 
forming an extravascular passageway 1 0 of the present 
invention. Thereafter, the actuator button 710 may be 
retracted in the proximal direction to retract the tissue- 
penetrating element into the lumen 702 of the flexible 
catheter body 700. 

[0144] Optionally, an imaging catheter side car 720 
may be attached to the distal portion of theflexible cath- 
eter body 700. This imaging catheter side car 720 com- 
prises an elongate tube having a lumen 722 extending 
longitudinally therethrough. A window 724 is fomned in 
the upper side wall of the side car 720, immediately ad- 
jacent the outlet aperture 704. An imaging catheter 50, 
such as an intravascular ultrasound catheter of the 
typos commercially available from Boston Scientific/ 
Cardiovascular Imaging, MA; Endosonics, Inc., 
Pleasonton. CA: and Hewlett-Packard, North Andover. 
MA., is insertable into the lumen 722 of the side car 720 
such that the sensor portion 52 (e.g., portion where the 
imaging ultrasound is emitted and received) is posi- 
tioned next to window 724. The material of which the 
side car 720 is made is preferably a material which will 
prevent transmission of the type of energy (e.g., ultra- 
sound) which is utilized by the imaging catheter 50, but 
the window 724 is either an open aperture is covered 
with a material which may be pemrieated by the energy 
utilized by the imaging catheter 50. In this manner, the 
sensor portion 52 of the imaging catheter 50 will receive 
an image only of the area which is in alignment with the 
window 724. Additionally, the window 724 is preferably 
of a rectangular configuration and is confined to the side 
wall of the side car 720 which is immediately adjacent 
the outlet aperture 704 of the flexible catheter body 700. 
In this manner, such specific sizing, configuration and 
positioning of the window 724 may permit the user to 
accomplish precise rotational orientation of the catheter 
apparatus 1 0Op by simply rotating the apparatus 1 0Op 
until the target tissue (e.g., other bloodvessel) is clearly 
viewed by the imaging catheter 50 through the window 
724, thereby Indicating that the outlet aperture 704 Is 
positioned correctly so that subsequent passage of the 
tissue-penetrating element 1 02 out of the outlet aperture 
704 will cause the tissue-penetrating element 1 02 to ad- 
vance through the wall of the blood vessel in which the 
catheter apparatus 100p is located, and into the target 
tissue (e.g.. other blood vessel). Moreover, such posi- 
tioning of the window 724 will pemnit the imaging cath- 
eter 50 to be utilized to observe the actual movement 
and penetration of the tissue-penetrating member 1 02, 
thereby ensuring that the extravascular passageway is 
formed at the desired location. 

[01 45] As an alternative to f omnation of a window 724 
at a discrete location within the side car 720. the distal 
end of the side car 720 may be located adjacent the site 
at which the tissue penetrating member 1 02 passes out 



of the catheter body 700 and the sensor portion 52 of 
the imaging catheter 50 may simply extend out of and 
beyond the distal end of the side car 720 such that rt 
may clearly image the deployment and movement of the 
5 tissue-penetrating element 102. In this alternative ar- 
rangement the field imaged by the imaging catheter 50 
will no longer be limited or inhibited by the window 724 
and the imaging catheter 50 may be capable of imaging 
in a full 360** radius about the distal end of the side car 
10 720. Accordingly, any suitable types of marker appara- 
tus or marking materials may be f omned on the catheter 
apparatus 100p or tissue-penetrating element 102p to 
permit the Imaging catheter 550 to be utilized for the de- 
sired function of determining the correct rotational ori- 
15 entation of the catheter device 1 0Op prior to deployment 
or actuation of the tissue penetrating element 102. 
[0146] Additionally, as described hereabove. a guide 
wire lumen 726 may extend longitudinally through the 
tissue-penetrating element 102 and may terminate dis- 
20 tally in a guide wire outlet aperture 728 formed in the 
distal end of the tissue-penetrating element 102. In this 
manner, a guide wire GW may extend through the tis- 
sue-penetrating element 102 and may be advanced out 
of guide wire outlet aperture 728. 
25 [0147] In embodiments wherein the tissue-penetrat- 
ing element 1 02 is provided with a guide wire lumen 726 
and guide wire outlet aperture 728 at its distal end, the 
presence of a guide wire GW within such lumen 726 may 
be utilized as a means for accurately determining when 
30 the distal end of the tissue-penetrating element 1 02 has 
penetrated into the lumen of a target blood vessel or oth- 
er cavity or open area. To accomplish this, continual or 
intermittent distally-directed pressure will be applied to 
the guide wire GW as the tissue-penetrating element 
35 1 02 is advanced through the wall of the blood vessel in 
which the catheter apparatus 100p is located and 
through any other extravascular tissue through which 
the passageway 1 0 is to pass. So long as the distal end 
of the tissue-penetrating element 102 is in abutment 
40 with tissue, the guide wire GW will be prevented from 
emerging and advancing out of the distal end guide wire 
outlet aperture 728 and, accordingly, the distally direct- 
ed pressure applied to the guide wire GW will be met 
with resistance due to the presence of the tissue abut- 
45 ting against the guide wire outlet aperture 728. However, 
when the distal end of the tissue-penetrating element 
102 enters into the lumen of the target blood vessel or 
other open space, the guide wire outlet aperture 728 will 
immediately become uncovered and the guide wire GW 
50 wilt be pennitted to rapidly advance out of the guide wire 
outlet aperture 728 in response to the distally directed 
. pressure being applied thereto. Such rapid advance- 
ment of the guide wire GW will signal to the operator 
that the distal tip of the tissue-penetrating element 102 
55 has, in fact, entered the lumen of the target blood vessel 
or other open space. At that point, advancement of the 
tissue-penetrating element 102 may be volitionally 
stopped, so as to avoid any possibility that the tissue- 
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penetrating element will perforate the contralateral wa^^ 
of the target blood vessel or other tissue on the other 
side of open area wtthin which the passageway 10 is to 

6xt6ncl 

[0148] ' Figure 10c'-10c" provide a schematic illustra- 
ion of an apparatus which may be incorporated into the 
passageway-forming catheter 1 0Op to exert continuous 
or intermittent distally directed pressure on the guide 
wire GW. as described hereabove. for determining when 
the distal end of the tissue-penetrating element 102 has 
passed intothe lumen of the targetbloodvesselorrt^^^^ 
open space. With reference to Figures 10c -10c .the 
apparatus 800 comprises one or more springs 802 
whfch are connected, by way of a connector member 
804 to a portion of the guide wire GW f f P™»^,f J.^ 
out of the proximal end of the catheter body 700. It will 
be appreciated that the apparatus 800 may be incorpo- 
rated within the inner cavity 712 of the handpiece 706 
or may be formed as a separate unit which is mountable 
upon the proximal end of the handpiece 706. 
roi491 As shown in Figure 10c, prior to commence- 
ment of the procedure, the guide wire GW may freely 
extend out of the outlet aperture 728 in the dista end of 
To tissue-penetmting element 102. thereby allowing 
thespringmembers 802 of theapparatus 800 to assume 

a relaxed (e.g.. shortened) configuration. 
roiSOl Figure 10c" shows that, when the tissue-pen- 
etrating element 102 is being advanced through tissue 
the distal end of the guide wire GW wUl be maintained 
flush with the outlet aperture 728. and the spring mem- 
bers 802 of the apparatus 800 will become stressed (e. 
a elongated) due to the distally-directed pressure be- 
Siga^JiLbythedistaltipoftheguidewireGWagainst 

the adjacent tissue. ^ , *. ^* 

[01511 Figure IOC" shows that, when the distal tip of 
!hetissuepenetratingelement102hasemergedintothe 

lumen of a blood vessel or other open area, the guide 
wire GW will immediately advance out of the guide wire 
outlet aperture 728. thereby allowing the spnng mem- 
bers 802 of the apparatus 800 » once again assume 
theirreiaxed{e.g..shortened)conf.gurat.on.Th«^ 
advancement of the guide wire and f^'a^f '>Vf /^J^ 
spring members 802 will signal to the operator, that the 
SpenetrBtlngelement102hasan-ivedwith.nthelu^ 
men of the blood vessel or other open space, andthat 
further advancement of the tissue-penetrating element 
102 should be ceased. , 
r01S21 As stated hereabove it shall be appreciated 
and understood that the pressure-exerting apparatus 
described and shown in Figures lOc'-IOc'" is 2^ 
need not necessarily be Included within the catheter de- 
vice loop. Moreover. It shall be understood and appre- 
ciated that continuous or intemnittent urging of the guide 
wire GW in the distal direction may be accomplished 
manually (i.e.. by hand) without the need for the use of 

roiMr^tgures 1 1 a-11 d show the manner in which the 
preferred passageway-fomiing catheter and system 



1 0OP may be modified to accommodate the specific type 
of tissue-penetrating element 102f shown in Figure 7f 
and described hereabove. This particular tissue pene- 
trating element is made up of an inner punctunng mern- 
5 ber 322 and a longitudinally advanceable outer sheath 

tM541 Figures 11 a-11 d show a modified preferred 
catheter device loop' which, like the above-described 
embodiment of the catheter device 1 0OPi^o'^P"^^^^ 
10 fiexibiecatheterbody 700 havinga lumen 702 extending 
longitudinally therethrough, a handpiece 706 having an 
inner cavity 712 formed therewithin. and an imaging 
catheter side car 720 having a lumen 722 and window 
724 formed therewithin. all of which are described in de- 
15 tail hereabove. 

[01551 m this embodiment of the catheter device 
loop' the handpiece 706 is modified to Incorporate first 
and second actuator buttons 710a. 710b. The first ac- 
tuatorbutton 710a Is connected to the pre-bent resilient 
20 inner member 322 having the sharpened trocar tip 324 
on the distal end thereof. The second e^t^etor button 
710b is connected to the tapered pliable sheath 326 
which is longttudinally advanceable overthe innerniem- 
ber 322. in the manner described in detail hereabove 
25 with reference to Figure 7f . Thus, in this modned em- 
bodiment of the catheter device 1 0Op' . the inner member 
322 and surrounding sheath 326 may be independently 
advanced and retracted utilizing actuator button 710a, 
71 Ob. 

30 [01561 |twillbeappreciatedthat.whentheinnermem- 
ber326 is devoid any guide wire lumen, it will be optional 
to apply continuous or intermittent distally directed pres- 
sure to the outer sheath 326 to accomplish the same 
lumen-penetration-slgnaling function described herea- 
35 bove with reference to Figures 1 0c'-1 Oc"'. Accordingly, 
the constant or intermittent pressure spring apparatus 
800 may be attached to ttie sheath 326 in ttiis embodi- 
ment of the catheter device loop' so as to continuously 
urqe the sheet 326 in the dlstel direction, in the same 
40 manner described in the guide wire GW in figures 10 c- 
10c'". or such may e accomplished (if desired) by man- 
ual technique. ^ . 
101571 The catheter devices 100 and other devices 
and apparatus described herein may be combined in 
45 various ways to form unique systems tor perfomiing the 
methods of ttie present invention. The systems de- 
scribed herein should be understood to be combinations 
of one or more of the various itemized functional com- 
ponente described. The components of these systems 
so may be utilized in mechanical or temporal relationship 
to one another to accomplish the novel methods de- 
scribed herein, and may be used in any one of the nu- 
merous combinations possible that sufficiently accom- 
plish the stated objectives. Such systems may include 
55 a catheter body dimensioned to fit wtthin a blood v^sei 
and advanceable to a location which is in proximity to 
an extravascular target or neighboring vascular target^ 
The catheter can further be combined in some way with 
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one or more of the described active or passive orienta- 
tion means to assist in the proper positioning of the cath- 
eter in the blood vessel with respect to the target. Fur- 
ther, the catheter may Incorporate at least one of the 
tissue-penetrating elements such that a passageway 
may be fonned from the blood vessel to the target The 
system may also incorporate a guide wire dimensioned 
to be Inserted into the passageway, and introducible 
through the catheter such that it may enter the passage- 
way and provide a rail to the target The system may 
also incorporate the placement of one or more of the 
devices that are positionable or insertable into the pas- 
sageway over the guide wire, such as channel sizing 
and maintenance means or other devices for accom- 
plishing a therapeutic or diagnostic end-point Also, the 
systems may include one or more of the various blood 
vessel blocking means such that a blood vessel in op- 
erative association with an extravascular passageway 
of the present invention may be blocked or occluded to 
allow the re-routing of blood. 



vi. Operation of the Preferred Em bodiments of the 
Passageway-Forming Catheter and System 



[01 58] Figures 1 2a-1 2d provide a step-by-step show- 
ing of the prefered method of using the first embodi- 
ment of the tissue-penetrating catheter device and sys- 
tem 100p shown in Figures 10-10c'". 
[01 59] Figures 1 3a-1 3b provide a step-by-step show- 
ing of the prefen-ed method of using the second embod- 
iment of the prefen-ed passageway-fonriing catheter de- 
vice and system 1 0Op'. 

[0160] With reference to Figure 12a-12d, an imaging 
catheter 50 is inserted into the lumen 722 of the side car 
.720 such that the imaging sensor portion 52 of the cath- 
eter 50 Is positioned adjacent window 724. in this man- 
ner, the combination of the imaging catheter 50 with the 
passageway-forming catheter device 1 00* forms a "sys- 
tem" in accordance with the present invention. With the 
tissue-penetrating element 1 02 retracted into the lumen 
704 of the flexible catheter body 700 such that the distal 
tip of the tissue-penetrating element 1 02 is housed with- 
in tubular reinforcement member 701 , the system com- 
prising the catheter apparatus lOOp and imaging cath- 
eter 50 is inserted into the vasculature of a mammalian 
patient and advanced until the distal end of the catheter 
body 700 and distal end of the side car 720 are posi- 
tioned within a first blood vessel BV^ located adjacent 
a second blood vessel BV2 with the invention of fomning 
a passageway 10 between the first blood vessel BV^ 
and second blood vessel BV2. 

[0161] The catheter device 1 0Op is then rotated until 
the imaging field IF viewed by the imaging catheter 50 
through the window 724 cleariy views the second blood 
vessel BV2 into which the passageway 10 is to extend. 
This indicates that the catheter device 1 0Ot has been 
placed in the correct rotational orientation to allow the 
tissue-penetrating element 1 02 to fonm the passageway 



10 at the desired location, such that it will extend into 
the second blood vessel BVg. Thereafter, the actuator 
button 71 0 will be advanced until the distal tip of the tis- 
sue-penetrating element 102 begins to penetrate 
5 through the wall of the first blood vessel BV^ . Optionally, 
intemiittent or continuous distally directed pressure may 
be appliedto the guide wire GW by hand (i.e.. manually) 
or by a pressure-exerting apparatus 800. as advance- 
ment of the tissue-penetrating element 102 continues. 
10 [0162] With reference to Figure 12b, as soon as the* 
distal tip of the tissue-penetrating element 1 02 emerges 
into the lumen of the second blood vessel BVg, the guide 
wire GW will promptly advance in the distal direction, 
thereby signaling to the operator that the advancement 
15 of the tissue-penetrating member 702 should be 
ceased. At that point, the operator will discontinue fur- 
ther advancement of the actuator button 710. 
[0163] Thereafter, the actuator button 71 0 will be re- 
tracted to its full proximal point so as to retract the tissue- 
20 penetrating element 1 02 into the lumen 702 of the cath- 
eter body 700, while allowing the guide wire GW to re- 
main extended through the newly-formed passageway 
10 and into the lumen of the second blood vessel BVg. 
[01 64] As show in Figure 1 2c, the passageway-fomn- 
25 ing catheter device lOOp and accompanying imaging 
catheter 50 may then be extracted and removed from 
the body, leaving the guide wire GW positioned through 
the first blood vessel BV., . through the passageway 10 
and into the second blood vessel BV2. 
30 [01 65] As shown in Figure 1 2d. a passageway modi- 
fying apparatus 500, such as any of the types of pas- 
sageway modifying apparatus 500 shown in Figure 8a- 
8h, may then be advanced over the guide wire GB to 
modify (e.g., enlarge, debulk, treat, coat, etc.) the pas- 
35 sageway 10. 

[01 66] It will be appreciated that, after the step shown 
in Figure 12v has been completed, the guide wire GW 
may be left in place through the passageway 1 0 to allow 
any desired stents, stented grafts, or passageway con- 
40 straining apparatus 22 as shown in Figures 9a-9f to be 
deployed within the passageway 10. 
[0167] Figures 1 3a-1 3e illustrate a step-by-step pre- 
fen-ed method for utilizing the modified embodiment of 
the passageway-fomning catheter device and system 
45 ioOp shown In Rgures 1 la-lib. 

[01681 Initially, the desired imaging catheter 50 is In- 
serted into the lumen 722 of the side car 720 such that 
the imaging catheter 50 and passageway-fomning cath- 
eter device 100p' will, in combination, a passageway- 
50 forming "system". 

[0169] The passageway-forming catheter lOOp and 
accompanying imaging catheter 50 are then advanced 
into the vasculature to a point where the distal ends of 
the catheter body 700 and side car 720 are positioned 
55 within a first blood vessel BV., immediately adjacent a 
second bloodvessel BVg. between which a passageway 
10 is to be formed. The imaging catheter 50 is then en- 
ergized such that the sensor portion 52 of the imaging 
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catheter will receh/e an image within the ""«9^ » J'Jf 
through window 724. The catheter device 100p is then 
rSd until the second bloodvessel BV^ '"to which he 
nassageway 10 is to extend iscleariy imaged by the inv 
EcSSer 50 through window 724^-^his .ndica - 
Zx L correct rotational orientation f ^ Pos^j" ''J^^^^ 
catheter device 100p' has been attained. Additionally, 
thl itheter device 1 0Op' may be longitudinally moved 
unXLiredflowcharacteristicsareobservedj^^^^^^ 
the second bloodvessel BVg in the image field IF there- 
by inSing that the catheter device 100p is m its cor- 
recnongitudinal position. Additionally, the 
eter 50 may be utilized to detemiine the distance be- 
fieen the L blood vessel BV, and second blood ves^ 
set BVo. so as to define the distance which the tissue- 
penetraling element 102f should be deployed to form 
the dSed passageway 10 from the first blood vessel 
BV, to the second blood vessel BVg. 
roiVoi AS shown in Figure 13a, after the catheter 
loop- has been longitudinally and rotationally orientat- 
ed L tissue-penetrating element 102f is deployed o^^^ 
of heoatheterbodyyoo.andbeglnstoadvancethrough 

the wall of the first blood vessel BV,. The outer sheath 
326 of the tissue penetrating element 102f will be m a 
slightly retracted position such that the trocar tip 324 ex- 
tends out of the distal end of the sheath 326 to accom- 
Dllsh the desired penetration through tissue. 
fOT711 During *e advancement of the tissue-pene- 
Sg elemen?102f as shown in Figure 13a. manual 
p^sure or pressure exerted by aPParatus 800 may be 
'utilized to apply distally directed P^«f "^^^/f.^^^^^^^^ 
326. in this manner, when thetrocartip 324of thetesu^ 
oenetrating element 102f enters the lumen of the sec- 
^d Sod vessel BV,. the sheath 326 will in^^edjately 
advance forward^ into the lumen of the second blood 
Vessel BV^. thereby signaling to the oP^^a^or tha the 
desired passageway 10 has been formed and that any 
f uX a^an<^ment of the tissue-penetrating element 
102f should be ceased. ^u^ath -^or 

01721 Figure 13b shows that, after the sheath 326 
has advanced into the lumen of the second blood vessel 
BV ttte elongate trocar tipped member 322 may be ex- 
tr^eTand removed, thereby leaving the sheath 326 as 
a conduit through the passageway 1 0 
[01731 AS Shown in Figure 13c, a 9" ^^^^'''-^JJJ^'^jy 
then be passed through the lumen of the sheath 326 
and into the second blood vessel BVg. 
roiVr Thereafter, as shown in Figure 13d. passage- 
wav-fomiing catheter device lOOp' and accompanying 
Tmlg rc^heter 50 may be extracted and removed 

O the body, thereby leaving the gu'<'eT;Lf,,Vo^ 
place, and extendingthroughthelumenofthefirs^blood 

vessel BV„ through the passageway 10 and into the 
second blood vessel BV^. 

101751 Thereafter, as shown in Figure 13e. any surta- 
ble type of passageway-modifying aPP«™t"« ^00 may 
be advanced over the pre-positioned gu-d««';;a GW to 
effect the desired modification of the passageway 10. 



[0176] It will be appreciated that the '"vention has 

been described hereabove with reference to certain 

specific embodiments and examples only. No effort h^ 
been madetoexhaustively describe allpossibleembod- 

5 SSnts of the invention, orto pmvide examples of eacj 
and every way In which the invention may be practiced. 
^deX^ose'skilledintheartwillrecognlzethatva^^^^^ 
additions, deletions, modifications and altera Ions may 
he made to the above-described embodiments and ex- 
,0 S,Tes JShout departing from the -tended spirtt and 
scope of the invention. Accordingly, rt .s '"tended that 
all s'uch additions, deletions. "^^'^'-^^^^^I'^f^^;. 
tions be included within the scope of the following 

claims. 

15 



Claims 
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1. A method for revascularization, said method 

comprising tie step of: 

a) fomiing an extravascular passageway be- 
tween a first location on a blood vessel and a sec- 
ond location on a blood vessel, such that blood hav 
Ing a pOg of at least 50 will flow through said ex- 
travascular passageway. 

2 The method of Claim 1 wherein said first location 
and said second location are on at least one blood 
vessel of the heart 

3. The method of Claim 1 wherein said first location 
and said second location are on the same blood 
vessel. 

4 The method of Clamn 1 wherein said first location 
and said second location are on different blood ves- 
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5. The method of Claim 4 wherein said blood ves^ 
sete are a artery and a vein. 

6. The method of Claim 4 wherein said blood ves- 
sels are a vein and a vein. 

7. The method of Claim 4 wherein said blood ves- 
sels are an artery and an artery. 

8 The method of Claim 4 wherein a plurality of said 
extravascular passageways are fonned between 
said blood vessels. 

g The method of Claim 1 wherein said extravMCU- 
lar passageway is fomned for the purpose of by- 
passing an obstructed, injured or diseased segment 
of a blood vessel. 

10 The mettled of Claim 1 wherein said first loca- 
tion is on an artery and said second location is on 
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a vein, such that blood will flow from said artery, 
through said extravascular passageway, and into 
said vein. 

11. The nnethod of Claim 10 wherein blood which 5 
has entered the vein through said extravascular 
passageway is subsequently caused to flow 
through said vein so as to retroperfuse tissue 
through the venous vasculature. 

10 

12. The method of Claim 11 wherein said blood is 
caused to flow through the vein so as to retroper- 
fuse tissue through venous vasculature by: 

b) blocking said vein at a location adjacent 
said extravascular passageway to cause blood is 
which flows into said vein through said extravascu- 
lar passageway to subsequently flow through said 
vein in a direction which will cause said retroper- 
fusion of tissue through the venous vasculature. 

20 

13. The method of Claim 1 wherein the extravascu- 
lar passageway formed in step a Is a primary ex- 
travascular passageway fomned between a first 
blood vessel and a second blood vessel such that 
blood having a p02 of at least 50 will flow from the 25 
first blood vessel, through said extravascular pas- 
sageway, and into the second blood vessel. 

14. The method of Claim 13 wherein said method 
further comprises the step of: 

b) fomiing at least one secondary extravas- 
cular passageway between said second blood ves- 
sel and another blood vessel of the heart such that 
blood which has entered the second blood vessel 
throughthefirstextravascularpassagewaywillsub- 35 
sequently flow into another blood vessel through 
said secondary extravascular passageway. 

15. The method of Claim 14 wherein said blood is 
caused to flow into the other blood vessel through 40 
the secondary extravascular passageway by: 

c) blocking the second blood vessel at a loca- 
tion adjacent the second extravascular passage- 
way to cause said blood to flow frorii said second 
blood vessel through said second extravascular 
passageway and back into said other blood vessel. 

16. The method of Claim 1 wherein at least one of 
said first and second locations are on a blood vessel 
which is part of a system of blood vessels wherein so 
an obstructed, injured or diseased segment of a 
blood vessel is present. 

17. The method of Claim 1 wherein step a of said 
method is carried out by: ss 

i) providing a passageway-forming catheter de- 
vice comprising an elongate flexible catheter 



body having a tissue-penetrating element 
passable therefrom so as to penetrate through 
the wall of a blood vessel in which said catheter 
body is inserted; 

11) inserting said catheter body into the vascu- 
lature and positioning said catheter body such 
that the tissue-penetrating element is located 
adjacent the location at which said extravascu- 
lar passageway is to be formed; 
Hi) passing said tissue-penetrating element 
from said catheter body so as to fomn said ex- 
travascular passageway in accordance with 
step a of said method. 

18. The method of Claim 17 wherein step i further 
comprises: 

providing an orientation means for locating 
said first and second locations and for orienting the 
catheter device such that the tissue-penetrating el- 
ement of the catheter will pass from said first loca- 
tion to said second location, thereby forming said 
extravascular passageway between said first loca- 
tion on a blood vessel and said second location on 
a blood vessel. 

19. The method of Claim 17 wherein the tissue-pen- 
etrating element of the device provided in step i fur- 
ther Incorporates a lumen through which a guide 
wire may be passed upon creation of said extravas- 
cular passageway by said tissue-penetrating ele- 
ment, and wherein said method further comprises 
the step of: 

passing a guide wire through said lumen and 
allowing said guide wire to remain extended 
through said extravascular passageway following 
extraction and removal of said catheter, to thereby 
provide for subsequent advancement of one or 
more other apparatus through said passageway, 
over said guide wire. 

20. A method coronary revascularization In a mam- 
malian heart having arteries and veins formed 
therein, said method comprising the steps of: 

providing a passageway-forming catheter 
adapted to form an extravascular passageway 
between two blood vessels; 
inserting said catheter into a peripheral blood 
vessel and advancing said catheter into a blood 
vessel of the heart; 

utilizing said catheter to form at least one pri- 
mary extravascular passageway between the 
blood vessel of the heart in which said catheter 
is positioned and another blood vessel of the 
heart, such that blood will flow from one of the 
blood vessels, through the extravascular pas- 
sageway, and into the other blood vessel. 
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21 The method of Claim 20 wherein said at least 
one passageway is f omied between an artery of the 
heart and a vein of the heart such that blood from 
the artery will flow through at least one of said ex- 
travascuiar passageway(s) into the vein of the « 
heart. 

22 The method of Claim 21 wherein arterial blood 
which as flowed from the artery of the heart into the 
vein of the heart Is subsequently caused to flow 
through the vein so as to retroperf use caniiac tis- 
sues through the cardiac venous vasculature. 

23 The method of Claim 22 wherein said arterial 
blood is caused to flow through the vein so as to 
retroperfuse cardiac tissue through the cardiac ve- 
nous vasculature by bloclcing flow through the vein 
In an opposite direction, at a location adjacent an 
extravascular passageway. 

24. The method of Claim 21 wherein the method 
further comprises: 

utilizing said catheter to form at least one sec- 
ondary extravascular passageway from said vein of 
the heart to an artery of the heart such that artena 
blood which has entered said vein of the heart will 
subsequently flow through said at least one second- 
ary extravascular passageway and into an artery of 
the heart, so as to profuse cardiac tissues through ^ 
the cardiac arterial vasculature. 

25 The method of Claim 20 wherein said method 
is carried out for the purpose of bypassing an ob- 
structed, injured or disease-affected segment of an ^ 
artery of the heart. 

26 The method of Claim 25 wherein said revascu- 
larization is periomed in the heart of a man^mai 
having a Circumflex Artery, a Great Cardiac Vein. 

an Anterior Interventricular Vein and a Left Antenor 40 
Descending Artery for the purpose of bypassing an 
obstructed, injured or disease-affected segment of 
the Circumflex Artery, wherein said method further 
comprises: ^ 

i forming a primary extravascular passageway 
between the Left Anterior Descending Artery 
and the Anterior Intewentricular Vein; 

ii forming a secondary extravascular passage- 
way between the Great Cardiac Vein and the so 
Circumflex Artery at a location downstream of 
the obstructed, injured or disease-affected seg- 
ment thereof; and, _ 

iii causing blood to flow from the Left Antenor 
Descending Artery through the primary ex- « 
travascuiar passageway, through the Antenor 
Inten/entricuiar Vein into the Great Cardiac 
Vein, and through the secondary extravascular 
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passageway into the Circumflex Artery, down- 
stream of the obstructed, injured or disease-af- 
fected segment thereof. 

27 The method of Claim 26 wherein step iii is ac- 
complished by blocking the lumen of the Anterior 
Interventricular Vein at a location adjacent the pn- 
mary extravascular passageway. 

28 The method of Claim 27 wherein step iii is fur- 
ther accomplished by blocking the lumen of the 
Great Cardiac Vein at a location adjacent the sec- 
ondary extravascular passageway. 

29 The method of Claim 25 wherein said revascu- 
larization is performed in the heart of a mammal 
having a Circumflex Artery, a Great Cardiac Vein, 
an Anterior interventricular Vein, and a Left Anterior 
Descending Artery for the purpose of bypassing an 
obstructed, injured or disease-affected segment of 
the Left Anterior Descending Artery, wherein said 
method further comprises: 

1 forming a primary extravascular passageway 
between the Circumflex Artery and the Great 
Cardiac Vein; 

li fonning a secondary extravascular passage- 
way between the Anterior Interventricular Vein 
and the Left Anterior Descending Artery at a lo- 
cation downstream of the obstmcted. injured or 
diseased-affected segment thereof; and. 
iii. causing blood to flow from the Circumflex Ar- 
tery, through the primary extravascular pas- 
sageway, through the Great Cardiac Vein into 
the Anterior Interventricular Vein, and through 
the secondary extravascular passageway into 
the Left Anterior Descending Artery down- 
stream of the obstructed, injured or disease-af- 
fected segment thereof. 

30 The method of Claim 29 wherein step iii is ac- 
complished by blocking the lumen of the Great Car- 
diac Vein at a location adjacent the primary ex- 
travascular passageway. 

31 The method of Claim 30 wherein step ill Is fur- 
ther accomplished be blocking the lumen of the An- 
terior interventricular Vein at a location adjacent the 
secondary extravascular passageway. 

32. A method for pertomnlng a medical procedure 
at an intracorporeal target location within a mam- 
malian body, said method comprising the steps of: 

a) positioning, within a blood vessel a catheter 
device which comprises: 

i) a flexible catheter body having a proximal 
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end and a distal end; 
ii) a tissue-penetrating element passable 
out of a first location on said catheter body 
to form an extravascular passageway 
which extends from the blood vessel in 
which the catheter is positioned to an intra- 
corporeal target location outside of said 
blood vessel; 

b) orienting the first location of the catheter 
body relative to the intracorporeal target loca- 
tion such that the tissue-penetrating element 
may pass out of the first location of the catheter 
body to f omn an extravascular passageway be- 
tween said blood vessel and said intracorporeal 
target location; 

c) passing the tissue-penetrating element out 
of the catheter body to fomn said extravascular 
passageway between said blood vessel and 
said intracorporeal target location; and. 

d) passing at least one procedure-perfomiing 
apparatus through said extravascular passage- 
way and utilizing said procedure-perfomiing 
apparatus to perfonn said medical procedure 
at said intracorporeal target location. 

33. The method of Claim 32 wherein said medical 
procedure is the delivery of a flowable substance, 
and wherein said procedure-perfomning apparatus 
comprises a tubular cannula through which said 
flowable substance may be passed into said ex- 
travascular location. 

34. The method of Claim 32 wherein said medical 
procedure is the implantation of an implantable drug 
delivery apparatus, and wherein said procedure- 
perfomiing apparatus is an implantation device for 
passing said drug delivery apparatus through said 
extravascular passageway and for implanting said 
delivery apparatus at said extravascular location. 

35. The method of Claim 32 wherein said medical 
procedure is the implantation of radioactive matter 
for radiotherapy: and wherein said procedure-per- 
forming apparatus Is an Implantation apparatus op- 
erative to pass said radioactive matter through said 
extravascular passageway and to implant said ra- 
dioactive matter at said extravascular location. 



36. The method of Claim 32 wherein said medical 
procedure is the implantation of a stimulator appa- 
ratus and wherein said procedure-perfomning appa- 
ratus comprises an implantation apparatus for 
passing said stimulator apparatus through said ex- 
travascular passageway and for implanting said 
stimulator apparatus at said extravascular location. 

37. The method of Claim 32 wherein said medical 
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procedure is the implantation of a sensor apparatus 
and wherein said procedure-performing apparatus 
comprises an implantation apparatus for passing 
said sensor apparatus through said extravascular 
passageway and for implanting said sensor appa- 
ratus at said extravascular location. 

38. The method of Claim 32 wherein said medical 
procedure is the implantation of a electrode appa- 
ratus and wherein said procedure-perfomning appa- 
ratus comprises an implantation apparatus for 
passing said electrode apparatus through said ex- 
travascular pgissageway and for implanting said 
electrode apparatus at said extravascular location. 

39. The method of Claim 32 wherein said medical 
procedure is the implantation of a transmitter appa- 
ratus and wherein said procedure-performing appa- 
ratus comprises an implantation apparatus for 
passing said transmitter apparatus through said ex- 
travascular passageway and for implanting said 
transmitter apparatus at said extravascular loca- 
tion. 

40. The method of Claim 32 wherein said medical 
procedure is the implantation of a receiver appara- 
tus and wherein said procedure-performing appa- 
ratus comprises an implantation apparatus for 
passing said receiver apparatus through said ex- 
travascular passageway and for implanting said re- 
ceiver apparatus at said extravascular location. 

41 . The method of Claim 32 wherein said medical 
procedure is the implantation of a transponder ap- 
paratus and wherein said procedure-perfomning ap- 
paratus comprises an implantation apparatus for 
passing said transponder apparatus through said 
extravascular passageway and for implanting said 
transponder apparatus at said e)dravascular loca- 
tion. 

42. The method of Claim 32 wherein said medical 
procedure is the implantation of a support member 
apparatus and wherein said procedure-performing 
apparatus comprises an implantation apparatus for 
passing said support member apparatus through 
said extravascular passageway and for implanting 
said support member apparatus at said extravascu- 
lar location. 

43. The method of Claim 32 wherein said support 
member is a stent which is initially deployed in a 
compact configuration as it is passed through the 
extravascular passageway, and which is subse- 
quently deployed to an operative configuration to 
impart structural support to at least one anatomical 
structure located at said extravascular location. 
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44. The method of Claim 32 wherein said medical 
procedure Is the implantation of a marker apparatus 
and wherein said procedure-performing apparatus 
comprises an implantation apparatus for passing 
said marker apparatus through said extravascular 5 
passageway and for implanting said marker appa- 
ratus at said extravascular location. 

45. The method of Claim 44 wherein said marker is 
formed of radlographlcally visible material. 

46. The method of Claim 32 wherein said medical 
procedure Is tissue ablation, and wherein said pro- 
cedure-perfonning apparatus Is a tissue ablating 
apparatus. 

47. The method of Claim 32 wherein said medical 
procedure is tissue destruction, and wherein said 
procedure-performing apparatus is a tissue de- 
structlon apparatus. 

48. The method of Claim 32 wherein said medteal 
procedure is tissue cutting, and wherein said pro- 
ccdure-perfonning apparatus is a tissue cutting ap- 
paratus. 

49. The method of Claim 48 wherein the medical 
procedure is transection of a nerve, and wherein 
said procedure-perfonning apparatus is a nerve- 
transecting apparatus. 

50. The method of Claim 32 wherein the medical 
procedure is the sampling of a biological fluid, and 
wherein said procedure-perfonning apparatus is a 
cannula through which a sample of biological fluid 
may be aspirated from said extravascular location. 

51. The method of Claim 32 wherein the medical 
procedure is a sampling of solid matter, and wherein 
said procedure-perfonning apparatus is an appara- 
tus for removing a sample of solid matter from said 
extravascular location. 

52. The method of Claim 51 wherein said medical 
procedure Is a tissue biopsy, and wherein said pro- 
cedure-performing apparatus Is a biopsy tool oper- 
ative to sever and retrieve a segment of tissue from 
said extravascular location. 

53. The method of Claim 32 wherein said method 
further comprises: 

withdrawing said catheter from the vascula- 
ture following perfomnance of said medical proce- 
dure. 

54. The method of Claim 32 further comprising: 

positioning a tubular cannula within said ex- 
travascular passageway and causing said tubular 



cannula to remain Indwelling within said extravas- 
cular passageway following extraction and removal 
of said catheter. 

55. The method of Claim 54 wherein said Indwelling 
tubular cannula extends from said extravascular lo- 
cation to an intracorporeal location, so as to drain 
fluid from said extravascular location to said second 
location. 

56. The method of Claim 54 wherein said Indwelling 
tubular cannula is accessible from any extracorpor- 
eal location to permit desired noatter to be delivered 
through said cannula to said extravascular location . 

57. The method of Claim 56 wherein said cannula 
extends through said extravascular passageway, 
and through the vasculature, and is coupled to a 
subcutaneous Injection port which is accessible 
from an extracorporeal location, to allow, flowabie 
matter to be percutaneously injected into said injec- 
tion port and delivered to said extravascular loca- 
tion through said Indwelling cannula. 

58. The method of Claim 53 wherein said method 
further comprises: 

closing the opening In the blood vessel from 
which said extravascular passageway was fonned, 
following completion of said medical procedure. 

59. The method of Claim 58 wherein the closing of 
said opening in the blood vessel is carried out by 
the deployment of a blood vessel wall closing ap- 
paratus selected from the group of apparatus con- 
sisting of: 



an energy-emitting device; 
a cautery device; 
a suturing device; 
40 a stapling device; 

an endovascular graft; 
a stented endovascular graft; 
a balloon; 
a coll; 

45 Strands of coagulation producing materials; 

microfibrillar collagen; 
collagen sponge; 
cellulose gel; and, 
combinations thereof. 

50 

60. A catheter device insertable into a blood vessel 
and useable to form an extravascular passageway 
which extends through the wall of the blood vessel 
In which the catheter device is inserted, to an intra- 
55 corporeal target location, said catheter device com- 
prising: 

a flexible catheter body having a proximal end 
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and distal end; 

a tissue-penetrating element passable out-of a 
first location on the catheter body to fomi said 
extravascular passageway; and, 
orientation means for detennining at least-the 
rotational orientation of the catheter body to fa- 
cilitate proper positioning of the first location on 
the catheter body such that subsequent pas- 
sage of the tissue-penetrating element from the 
catheter body will fonm said extravascular pas- 
sageway between said blood vessel and said 
intracorporeal target location. 

61 . The device of Claim 60 wherein said first loca- 
tion Is an outlet aperture fonned In the distal end of 
said catheter body and said tissue penetrating ele- 
ment is passable out of said outlet aperture, and 
wherein said tissue-penetrating element is adapted 
to bend in a first direction as it passes out of said 
outlet aperture fonned in the distal end of said cath- 
eter body, to thereby penetrate the wall of the blood 
vessel In which the catheter has been Inserted. 

62. The device of Claim 60 wherein said first loca- 
tion is an outlet aperture formed in the side wall of 
the catheter body, and wherein said tissue-pene- 
trating element, when passed out of said outlet ap- 
erture located in the side wall of said catheter body 
will penetrate through the wall of the blood vessel 
into which the catheter has been inserted. 

63. The device of Claim 60 wherein said tissue-pen- 
etrating element comprises an elongate, pliable 
needle having a sharp distal tip and a pre-bent re- 
silient spine member positioned therewrthin, said 
spine member being operative to cause said pliabje 
needle to bend in said first direction. 



64. The device of Claim 60 wherein said tissue-pen- 
etrating element is an elongate member which com- 
prises: 

i) a pliable proximal shaft having a distal end, 
and 

li) a sharpened tip member fomned of rigid ma- 
terial and mounted on the distal end of said pli- 
able proximal shaft. 

65. The device of Claim 60 wherein said tissue-pen- 
etrating element comprises a resilient, pre-bent 
member having a sharpened distal tip. 



25 



30 



35 



40 



45 



50 



66. The device of Claim 65 wherein said needle is 
formed of a material which is superelastic when in- 
serted within the mammalian body. 

67. The device of Claim 66 wherein said super elas- 
tic material is a nickel-titanium alloy. 



68. The device of Claim 66 wherein said pre-bent 
resilient member is a hollow needle having a hollow 
lumen extending longitudinally therethrough. 

69. The device of Claim 66 wherein said pre-bent 
resilient member is a solid needle. 

70. The device of Claim 60 wherein said tissue-pen- 
etrating element comprises an elongate member 
having a trocar tip formed on the distal end thereof, 
in combination with a tubular sheath disposed 
around said needle member and longitudinally 
moveable relative to said needle member. 

71 . The device of Claim 60 wherein said tissueioen- 
etrating element comprises an elongate member 
having an energy-emitting distal tip formed thereon, 
said energy-emitting distal tip being operative to 
emit energy which will facilitate penetration of said 
tissue-penetrating element through tissue. 

72. The device of Claim 60 wherein the energy- 
emitting distal tip on said tissue-penetrating ele- 
ment is selected from the group of energy-emitting 
apparatus consisting of: 

a resistance-heated tip; 

a monopolar elactrocautery tip; 

a bipolar electrocautery tip; 

an ultrasound-emitting tip member, and. 

possible combinations thereof. 

73. The device of Claim 60 wherein said tissue-pen- 
etrating element comprises an elongate member 
having a distal end with a rotating tissue-severing 
apparatus formed thereon. 

74. The device of Claim 60 wherein said tissue-pen- 
etrating element is a flow of energy passable out of 
said outlet opening fonned in said catheter body. 

75. The device of Claim 60 wherein said flow of en- 
ergy is selectedfrom the group of energy types con- 
sisting of; 

laser light; 
heat; 

ultrasound; and, 

possible combinations thereof. 

76. The device of Claim 60 wherein said tissue-pen- 
etrating element comprises an elongate member 
having a lumen extending longitudinally there- 
through, said lumen being connectable to a source 
of negative pressure so as to draw tissue into said 
lumen through the distal end of said tissue-pene- 
trating element. 
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77.The device of Claim 60 wherein said tissue-pen- 
etrating element comprises: 

a pre-bent resilient, tubular sheath having an ^ 
open distal end; and, 

an elongate member having a sharpened d,stal 
tip.saidelongate member bemgdisposed wrth- 
In said tubular sheath and advanceable there- 
through, such that the sharpened distal tip will 
er^etle out of the open distal end of thesheath; « 
said elongate member being constructed of 
material which is sufficiently pliable to conform 
to the pre-bent configuration of the tubular 
sheath. ,5 

78 The device of Claim 60 further comprising: 

a side car apparatus connected to at least a 
distal portion of the flexible catheter body, said side 
oar apparatus being configured to received there- 
within an imaging catheter such that the imagmg 
catheter may be utilized to observe passage of the 
J^utpeLLng element out of the fir^t location 
on the catheter body. 

79 The device of Claim 78 wherein said side car is » 
formed of a material which is at least partially im- 
permeable to the energy utilized by the Imaging de- 
Uce and wherein said side oar further compnses: 
awindowformed in said side car immediately 

adjacent said first location on the catheter body to so 
pemiit said imaging device to obsen/e the passa^ 
of said tissue-penetrating element out of said first 
ScSon on the catheter body and through the wall 
of the blood vessel in which the catheter is posi- ^ 
tloned. 

80 The device of Claim 79 wherein said window Is 
positioned in alignment with the direction m which 
KTd tissue-penetrating element will pass during 
creation of said extravascular passageway; 

said window thereby comprising at least a 
portion of Sid orientation means, the orientaton of 
S,e first location on said catheter body being there- 
by controllable by rotating the catheter J^vK^e unt, 
an ImaglngapparatusposltlonedwrtWn t^^^^^^^^^^ « 
is able to view the target area Into which the pas- 
sageway is to be formed, thereby ensuring that the 
catiieter device Is in proper rotational orientation 
prior to advancement of the tissue-penetrating ele- ^ 
ment out of the outlet aperture. 

81 The device of Claim 60 wherein the catheter 
body is formed of a flexible plastic material^ and 
wherein a rigid tubular reinforcement member is 
disposed about a portion of the lumen of said cath- 
eter body, adjacent the outlet aperture, to prevent 
thetissuepenetrating element from resting in con- 
tact with the pliable plastic material of the catheter 



body when the tissue-penetrating element is re- 
tracted into the catheter body. 

82. The device of Claim 60 further comprising: 

a handpiece mounted on the proximal end of 
said catheter body, said handpiece having an actu- 
ator button which is connected to said tissue-pene- 
trating element, said actuator button b«ng ad- 
vanceable in a first direction to advance said tissue 
penetrating element out of said outlet apertuje 
retractable In a second direction to retract said tis- 
sue-penetrating element into the lumen of said 
catheter body. 

83. A system comprising the passageway-fonning 
catheter device of Claim 60 further in con*ination 
with* 

■ an imaging apparatus which is usable In con- 
lunctlon with said orientation means to further facil- 
itate the proper positioning of the first location on 
the catheter body. 

84 The system of Claim 83 wherein said imaging 
apparatus is selected from the group of Imaging ap- 
paratus consisting of: 

ultrasonic imaging apparatus; 
Doppler imaging apparatus; 
radiographic imaging apparatus; 
magnetic resonance imaging apparatus; 
electromagnetic imaging apparatus; and, 
possible combinations thereof. 

8S.The system of Claim 84 wherein said apparatus 
Is an imaging catheter. 

86 The system of Claim 85 wherein the passage- 
way-forming catheter device further comprises a 
side car apparatus connected to at least a distal por- 
tion of the flexible catheter body, said side car ap- 
paratus being configured to receive the imaging 
cathetertherewithin. such that the imaging catheter 
may be utilized to observe the passage of the tis- 
sue-penetrating element from the first location on 
the catheter body; and, 

said imaging catheter being positioned at 
least partially within said side car apparatus. 

85 The system of Claim 84 wherein said side car 
apparatuses formed of a material which is at least 
partially and permeable to the energy utilized by the 
imaging catheter, and wherein said side car appa- 
ratus further comprises: 

a window formed in said side car apparatus im- 
mediately adjacent said first location on the 
catheter body to permit said imaging catheter 
to observe the passage of the tissue-penetrat- 
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ing element out of the f irst location on the cath- 
eter body and through the wall of the bloodves- 
sel In which the catheter body is positioned; 
and. 

said imaging catheter being located within said s 
side car adjacent said window so as to limit the 
field observed by said imaging catheter to that 
which is observable through said window. 

86. The system of Claim 85 wherein said passage- io 
way-forming catheter device is torqueable such that 
said catheter device may be volitionally rotated until 
the imaging catheter Is able to view the target area 
through said window, thereby ensuring that the first 
location on the catheter body is in the correct rota- ^5 
tional position prior to passage of the tissue-pene- 
trating element out of the first location on said cath- 
eter body. 

87. The system comprising the catheter device of 20 
Claim 58 wherein the tissue-penetrating element 
comprises an elongate member having guide wire 
liimen extending longitudinally therethrough such 
that a guide wire may be advanced through said lu- 
men upon f omnation of said extravascular passage- 25 
way by said tissue-penetrating element, said sys- 
tem comprising: 

said catheter device of Claim 58 further in 
combination with an elongate flexible guide wire 
which is passable through said guide wire lumen of so 
said tissue-penetrating element. 

88. A longitudinal compression apparatus useable 
to longitudinally compress tissue surrounding open- 
ings fornied in first and second tubular anatomical 35 
conduits having lumens, wherein said first and sec- 
ond tubular anatomical conduits are in side-to-side 
juxtaposition to one another such that said open- 
ings are in alignment with one another, said longi- 
tudinal compression apparatus comprising: ^ 

a first portion positionable in abutment with the 
lumenal surface of the first tubular anatomical 
conduit surrounding the opening therein; 
a second portion positionable in abutment with 
the lumenal surface of the second tubular ana- 
tomical conduit surrounding the opening 
fomried therein; 

means for connecting said first and second por- 
tions to each other, so as to longitudinally com- so 
press the tissue which sun^ounds the aligned 
openings of the first and second anatomical 
conduits and any extravascular tissue inter- 
posed therebetween. 

55 

89. The longitudinal compression apparatus of 
Claim 88 wherein said first and second portions 
comprise annular members positionable in abut- 
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ment with said lumenal surfaces. 

90. The longitudinal compression apparatus of 
Claim 88 wherein first and second portions com- 
prise opposite ends of elongate wire members 
formed in a cylindrical array and extending through 
said first and second openings, said opposite ends 
of said wire members being outwardly bent so as to 
abut against and engage the lumenal surfaces of 
said first and second anatomical conduits. 

91. The longitudinal compression apparatus of 
Claim 90 wherein said wire members are pre-bent 
resilient wire members which, when positioned 
within said first and second openings and relieved 
of external constraint, will assume said bent config- 
uration. 

92. The longitudinal compression apparatus of 
Claim 90 wherein said wire members are plastically 
defonmable, and wherein said device further com- 
prises a pressure-exerting tool which is operative to 
bend the opposite ends of said wire members after 
said wire members have been positioned within 
said first and second openings. 
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